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EXECU'I'IVE SUMMARY 

Pesticide products containing capsaicin as an active ingredient have been registered 
since 1962. Currently, capsaicin is registered in ten products as an animal and insect 
repellent. It is used to repel dogs in the case of attack, and repel insects, birds, and a 
variety of other animals from crops, non-food plants, and Sj)Pdfic residential areas. This 
-documalt focuses only on the active ingredient capsaicin. 

The Agency is basing its reregistration decision for capsaicin on a risk management 
decision. Precautimwy label statements lll'e required which should reduce potential 
environmental exposure. Further, the Agency has no significant concerns regarding 
capsaicin's toxicity to humans. Therefore, the Agency believes capsaicin can be used 
without causing unreasonable adverse effects in people or the environment and that all 
products containing capsaicin as an active ingredient are eligible for reregistration. 

Before reregistering each product, the Agency is requiring product specific data to be 
submitted within eight months from the issuance of this document. After reviewing these 
data and the revised labels, EPA will determine whether or not the conditions of FIFRA 
Section 3(c)(5) have been met for each product. The product will be reregistered if its 
composition and labeling are acceptable, and its uses will not cause unreasonable adverse 
effects to humans or the environment. End-use products containing capsaicin in combination 
with other active ingredients will not be reregistered until the Reregistration Eigibility 
Documents for all active ingredients contained in that product are issued. 
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II. 

L JNTRODUCIIQN 

In 1988, the Federal Insecticide, Fungicide, and Rodalticide Act (FIFRA) was 
amended to accelerate the reregistration of products with active ingredients·Rgistered 
prior to November 1, 1984. The amended Act provides a schedule for the 
reregistration process to be completed in nine years. 'Ibere are five phases to the 
reregistration process. The first four phases of the process focus on identification of 
data ~equirements to support the reregistration of an active ingredient and the 
generation and submission of data to fulfill the requirements. The fifth phase is a 
review by the U.S. Environmental Protection Agency (referred to as •the Agency•) of 
all data submitted to support reregistration. . 

Section 4(g)(2)(A) of FlFRA 1tatea that in Phase S •the Administrator lhall 
determine whether pesticides containing such active ingredient are eligible for 
reregistration • before calling in product-specific data, section 4(g)(2)(B), and either 
reregistering products or taking •other appropriate regulatory action: sections .. 
4(g)(2)(C) and (D). Thus, reregistration involves a thorough review of the scientific 
data base underlying a pesticide's registration .. The pwpose of the Agency's review is 
to reassess the potential hazards arising from the currently registered uses of the 
pesticide; to determine the need for additional data on health and environmental 
effects; and to determine whether the pesticide meets the no •unreasonable adverse 
effects• criterion of FIFRA Section 3(c)(S). 

This document presents the Agency's decision regarding the reregistration 
eligibility of the active ingredient capsaicin. The document consists of .five sections. 
Section I is this introduction. Section n describes capsaicin, its uses and regulatory 
history. Section m discJlsses the human health and environmental assessment based 
on the data available to the Agency. Section IV discusses the reregistration eligibility 
decision for capsaicin and Section V discusses product reregistration ~equirements. 
Additional details concerning the Agency '1 review of available data are available on 
~equest. 1 

, 
EPA's reviews of apecific reports and information on the 
aet of registered uses considered for EPA'• analyses may 
be obtained from: EPA, Freedom of Information, .o&Ol, M 
St., .s.w., Washington, D.C. 20460. 
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n. CASE OVERVIEW ' 

A. . Chemica] Overyiew 

Chemical Name: 8-methyl-n-vanillyl-6-non 

Empirical Formula: C1aHnN01 

Common Name: Capsaicin 

CAS Number: 404-86-4 

Office of Pesticide Programs Chemical Code: 00611. 

Basic Sources: oleoresin extract of tbe Capsicum red pepper 

B. Use Profile 

The following is information on the registered use with specific use sites and 
application methods. A detailed table of eligible uses of capsaicin is in Appendix A. 

I 

Type of Pesticide: biochemical pesticide, animal and insect repellent 

Pests Repelled: biids, moles, deer, dogs, insects, rabbits, squirrels 

Registered Use Sites: 
Terrestrial Food - fruits (including berries), vegetables, grains . 
Terrestrial Non-Food - ornamental plants, trees, and flowers (including roses) 
and shrubbery. 

Residential Outdoor - ornamental plants, trees, and shrubs, garbage bags, 
lawns or gardens. · 
Residential Indoor - crack and crevice, ant trails carpets and upholstered 

furniture 

Formulation Types Registered: 
Dry powder, liquid formulation and liquid spray ground 
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Methqcl and Rates 
or Application: '[):pes Of Treatment: Rinse, aerial application, spmy 

Use Practices 

~: aircraft, ground 'x:lom, pump spmy bottle, spray 
container, shaker can, hydraulic sprayer 

. . 
Dmjnc: As directed by product label 

Rate of AnPliratjon: From dose cannot be catcntated to six 
pounds per acre. 

Limitations: Refer to precautionary label statements. 

c. RecuJato:ry HiM:ry 

'Ibe United States Department of Agriculture first registered a pesticide 
product with capsaicin as a single active ingredient in 1962. 'Ibis product was a dog-attack 
repellent, a use that is still registered 30 years later. Currently, there are teD registered 
products containing the active ingredient capsaicin. These products are granular, liquid, and 
dust formulations, which are used for the control of birds, animals, and. insects and arachnids 
in houses, gardens, crop lands, and forests. 'Ibe Agency has also registered capsaicin in 
combination with garlic (Allium satiwm) or oil of mustard (allyl isothiocyaDate). 

On November 26, 1991 the Agency classified capsaicin as a biochemical 
pesticide because it is a naturally occurring biological substance and because it has a non­
toxic mode of action. 'Ibe source of capsaicin derives ~m the oleoresin of pepper plants of 
the genus Capsjcum. 

m. SCIENCE A$SESSMENI OF CAPSAICIN 

EPA has reviewed the scientific data base for capsaicin relying on information 
submitted by the registrants. These are cited in Appendix C. · 

• A Product cbemist:ry Assessment 

'Ibe active ingredient capsaicin (oleoresin of capsicum) is generally obtained 
by grinding dried ripe fruits of Capsicum fnltescens 1... (chili peppe15) ~ a fine powder. 
'Ibe oleoresin may be obtained by distillation of the powder in an appropriate solvent, and 
evaporation or the solvent to yield the liquid oleoresin and associated fatty matter. 'Ibe fatty 
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matter is removed by decanting or filtration. The iesulting reddish-brown liquid is very 
thick; while little odor is associated with the ol~, the taste is extremely pungent a.L.S. 
DiSl§!satozy. 25th F4ition). 

The manufacturing process used by the primary supplier (KalSC"£, Inc.) to 
obtain capsaicin powder and oleoresin has been described. Briefly, the JICliO!Pers are JI'OIIlld, 
extracted with food grade hexane with the resulting extract bP.ing filtered through 
diatomaceous earth. Following distillation to remove the hexane Qevel will not exceed 25 
ppm), the raw extract is analyzed for color intensity and capsaicinoid content, and then 
placed in storage for use in finished products. Batching operations are product-specific with 
seqiJential samples taken after the batching process to insure that the finished product 
conforms to specifications. 

Upon final approval, the product is packaged and shipped. All operations are 
conducted according to Good Manufacturing. Procedllres. 2 

B. Human Health Assessment 

1. Toxicoloc Pata Base 

The potential risks to humans from both dietary and occupational exposure 
are considered negligible due to the long history of use by humans as a food 
additive/component without any indication of deleterious health effects. Due to the nature of 
the subject compound it is unlikely that products containiilg capsaicin will b,ave adverse 
effects on human health. Consequently, all toxicology data requirements have been satisfied. 
No additional generic data will be required. 

2. Dietazy Eiposure 

In the absence of toxicological concerns from ingestion of capsaicin because 
of its presence in the human diet, tile Agency has waived the requirements for the submission 
of residue data. However, a tolerance exemption under Federal Food, Drug, and Cosmetic 
Act (FFDCA) Section 408 will be established for capsaicin for all currently registered food 
nses. 

I 

2 See bibliography reference 1 
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3. Occypational and Residential '&Pnsure 

In Section II the Agency provides a brief description of the types of product 
formulations, application methods and sites. Tbe JIOillld fonnulation can be applied from1he 
ground or by air as a dust to the fol. of grpwing crops or with a gmm1ar applicator (or 
shaker can). The labels require a minimum of 7 days between applications. Excqlt for the 
ready-to-use pressurized product the liquid fonnulations ate diluted with water and broadcast 
sprayed by aixcraft, ground boom, hand-held garden hose, and airblast spray equipmmrt. 

-- Based on the application methods and fonnulation types, the potential for 
eye, dennal and inhalation exposure to mixers, loaders and applicators does exist. In 
addition, the potential for post-application exposure may be significant from the foliar 
treatments applied prior to harvest since pre-harvest intervals ate being emoved from the 
label .. 

Based on the lack of significant toxicological c:oncems for capsaicin, there 
ate no additional exposure data required at this time. 

4. Buman RjsJc Assessment 

1be potential risks to humans from both dietary and occupational exposure 
are considered negligible due to the long history of use by humans as a food 
additive/component without any indication of deleterious health effects. 

Due to the nature of the subject compound and the required precautionary 
statements on the label, EPA concludes that products containing capsaicin will not have 
adverse effects on human health. 

c. Enyjmnmenta1 Assessment 

1be basic data requirements for a biochemical pesticide consist of the 1ier I 
ecological effects studies. Environmental fate (Tier D) and additional ecological effects (Tier 
III) studies are not required for biochemical pesticides unless adverse effects are observed in 
Tier I studies. As described below, the Tier J studies have been waived for capsaicin.· 

I 1. FcQ!ogjca] Effects Data 

1be Agency has no ecological effects or eavironmemaJ fate data on 
capsaicin. As a biochemical pesticide, a reduced data set of four studies would normally be 
required: an acute avian oral study, a subacute avian dietary study, a 96-hour fish study, and 
a 48-hour aquatic invertebrate study (guideline requirements 154-6, 1S4-7, 1S4-8, and 1S4-9, 

s 



liii· 

> 
required: an acute avian oral study, a subacute avian dietary study, a 9~hour fish study, and 
a 48-hour aquatic invertebrate study (guideline requirements 154-6, 154-7, 154-8, and 154-9, 
respectively). In the case of capsaicin, the Agency believes that its unique repellent 
properties, in conjunction with appropriate label restrictions, can limit the exposure to non­
target species so that waivers can be granted for these ecological effects studies. · 

The basis for the Agency's y.>si.tion is a:s follows. Cailsaicin is a strong and 
immediately-acting irritant by both dietary and dermal routes of exposure. As such, one of 
the uses is as a bird repellent. Therefore, for birds and other terrestrial species, the Agency . 
assumes that these animals will avoid ex~sive and prolonged exposure and thus.minimize 
risk. 

However, it should be noted that a bird feeding study (Blumberg, 1990) reported that 
capsaicin did not repel birds because birds do not recognize capsaicin as "hot" since they do 
not have capsaicin sensitive receptors, and a report of a secOnd bird feeding study (letter of 
6/2/82, from E. Schafer) states that • •.•• based on very limited data, I would expect that a 
bird repellent material composed of chili pepper and garlic or their powders would have 
minimal effectiveness in the field for its intended putpose on seed-eating birds. • 

EPA assumes that the product perfonnance studies required by 40 CFR 158.640, 
footnote 1, showed that the product worlted as a bird repellent. Although, for this type of 
product, these efficacy Studies must be performed, they are not normally required to be 
submitted to the Agency unless, on a case-by-case basis, the Agency decides that review of 
the studies is necessary. In order to resolve this apparent discrepancy, the EPA will call in 
and review the product performance studies for birds. If these data support the Agency's 
Iationale concerning exposure of terrestrial animals, avian study requirements will be waived. 

EPA will also call in and review the product performance studies for the insect 
repellent labels since one label claims insecticidal activity for a mixture of this active · 
ingredient and another pesticide. This call-in is necessary since both active ingredients were 
believed to have a non-toxic mode of action to the target pest; they have been classified as 
biochemical pesticides. If this is not the case, then product reclassification may be warranted. 

With respect to ~ exposure, In Ueu of requiring the two aquatic studies, the 
amount of aquatic exposure can be minimized by restrictive label statements. In contrast to 
mobile terrestrial species, fish and aquatic species are not able to avoid chemicals that have 
become mixed with, or dispersed in, their habitat. Given the lack of information on toxicity 
to aquatic species and our inability to estimate exposure, there 4 great uncertainty about the 
. risk to the aquatic species. However, the Agency has found no IepOrts of adverse 
environmental effects from the previous use of this registered pesticide. As a precaution, the 
potential risk may be reduced by reducing the possibility of aquatic exposure. Therefore, the 
following statements will be required on the label under the general heading "Precautionary 
Statements" and under the subheading "Environmental Hazard": "This·product may be toxic 
to aquatic organisms. Do not apply to or allow nmoff to Jeach lakes, streams or ponds. Do 
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not contaminate water by cleaning of equipment or disposal of wastes. • In addition, the 
Agency will require a maximum application mte on all labels. 

2. Fnyjrnnmenta} Fate Data 

Because capsaicin is a biochemical pesticide, the requirement for 
environmental fate data is contingent upon the results of ner I ecological effects data 
requirements. Since the ecological effects studie..s have been waived contingent on labeling to 
reduce exposure, no environmental fate ~ will be required. 

'Ihe Agency does not foresee the potential for significant risks 
associated with the specified use of capsaicin, given the labeling restrictions. No hazard or 
exposure issues have been identified that need to be addressed further. Therefore, no 
ecological effects or environmental fate data are required to support the reregistration of 
capsaicill. 

IV. ·RISK MANAGEMENT AND RFzBEGJSIRA110N DECISION ·FOR CAPSAICIN 

A. Detennjngtion Of Eljpbili(y 

Section 4(g)(2}(A) of FIFRA calls for the Agency to determine, after submission of 
relevant data concerning an active ingredient, whether. products 001'taining the active 
ingredient are eligible for reregistration. The Agency has previously identified and required 
or waived the submission of the generic (i.e., active ingredient specific) data required to 
support reregistration of products containing capsaicin as an active ingredient. The Agency 
has completed its review of these generic data and other relevant information and has 
deterniined that the data are sufficient to support reregistration of products containing 
capsaicin. Appendix B identifies the data requirements that the Agency considered as part of 
its aetermination of reregistration eligibility. of capsaicin. Appendix c identifies refetenceS 
of information the Agency relied upon for its assessments. · 

The data and information identified above are sufficient to allow the Agency to 
conduct a reasonable risk assessment for the registered uses of capsaicin. The Agency 
therefore finds that all products containing capsaicin as an active ingredient for the specified 
use patterns are eligible for reregistration (See Appendix A for use patterns). 'Ihe 
reregistration of particular products is addressed in Section V of this document ("Product 
Reregistration"). -

I 

Although the Agency has found that products containing capsaicin are eligible for 
reregistration,· it should be understood that the Agency may take appropriate regu1atoJy 
action, and/or require the .submission of additional data to support ,eregislration of products 
containing capsaicin, if new information comes to the Agency's attention or if the data 
requirements for registration (or the guidelines for generating such~) change. 
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B. Toteumce Assessment 

The Agency will propose a tolerance ~on for capsaicin under FFDCA Section 
408 for all currently .registered food uses. 

V. ACTIQNS JlF,{)J]'@ED 'BY REGISTRANTS OF ENJ)..USE PRODUCTS 

A. _ J)etmnjnation Of Eligibility 

Based on consideration of information about the active ingrement capsaicin and 
the registered use patterns, the products containing this active ingredient are eligible for 
reregistration. Section 4(g)(2)(B) of FIFRA calls for. the Agency to obtain any needed 
product -specific data regarding· the pesticide after a determination of eligibility has been ' 
made. The Agency will review these data and determine whether to reregister individual 
products. 

B. Proc!uct Specific Data Requirements 

The product-specific data requirements are stated in Appendix D. 

C. Labeligi Reqyit;ments For End-Use Products 

I. The labeling of all products must comply with EPA's current regulations and 
requirements. Follow the instructions in the Product Reregistration Handbook with respect 
to labels and labeling. 

2. The Agency in Section m above describes certain deficiencies regarding 
protection of workers and aquatic species and states that label changes are necessary to 
support the Agency's conclusion that the use of capsaicin products would not cause 
unreasonable risks.· These label requirements are: · 

a. For products containing capsaicin as the only active ingredient the 
environmental precaution: 

, 
•This product may be toxic to aquatic organisms. -Do not apply to or allow 

nmoff tJ reach lakes, streams and ponds. Do not contaminate water by cleaning of 
·equipment or disposal of wastes. • 

b. For labels with no maximum application limit of capsaicin on the label, 
registrants must include proposed maXimum application rates for tcrrestxia1 food and 
terrestrial non-food uses. 

8 
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c. Registrants must delete from their label a statement for a pre-harvest 
interval for products containing capsaicin since the Agency will propose a tolerance 
exemption for capsaicin under FFDCA Section 408 for all cmmrtly tegistered food uses. 

.. 

9 

. . 

.. 



• 

--



li 

APPENDIX A 

Capsaicin Use Patterns Subject to Reregistration 

10 



i 

I 

I 

I 

I 

I 

I 

I 

I 



., 
.-. . ~ " 

APPENDIX A- Case 4018,.(Capsalcin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum) 
SITE Applk;atlon Type, Application Timing, Application Fo.m Minimum Maximum Max. 1 Max. JJ Mlfl. lnlerval Restricted Geo~aphlc Usc Umltatlons Equipment Applk;atlon Rate Appllcallon Rate Apps. Apps. Between Apps. Entry Urnilallons also see 

" @Mall. Rate Interval Abbreviations 
Mall. 
Rale 

(Days) (Days) Allowed DisaHowed 

USES B.IGIBLE FOR IIEREGIS1RATION 

FOOD/FEED USES 

Apple Use Groups: Temt~trlal Food Crop and T erreslrlal Feed Crop 

Broedcost,Folar, Alraaft D na 61bAipa'A not not 7 not spec 7days 
spec spec . preharvest 

interval. 

Broodcos~Folor, Ground D na 61bAiperA not not 7 not spec 7 days 
spec spec preharvest 

inte!'Val. " 
Spray, Foliar, Alraaft SC/l na Dose cannot not not 7 not spec 15 days 

be calculated spec spec preharvest 
' interval. 

Spray, Petal lal, Alraaft SC/l na Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvest 

interval. 

Spray, Folar, Ground SC/l na Dose cannot not nol 7 not spec 15 days 
be calculated spec spec preharvest 

intetVal. 

Spray, Petallal, Ground SC/l na nol not 7 not spec 15 days 
Dose cannot spec spec preharvesl 
be calculated ' interval. 

Apricot Use Group: T erreslrlal Food Crop 

Broodcost, Folar, Alraaft D na 61bAiperA not not 7 not spec 7 days 
spec spec preharvest 

inlerval. 

Broadcast, Foliar, Ground D na 61bAiperA not nol 7 nol spec 7 days 

spec , spec preharvesl 
inlerval. 

-
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APPENDIX A- Case 4018, [Capsaicin]Chemical 070701 [Capsaicin, In Oleoresin·of Capsicum] 
SITE Application Type, Appflcatton Timing, AppltceUon Form Minimum Maximum M8K.- Max. <I Min. Interval Restrtded Geographic Use Umltollons Equipment Application Rate Application Rate P.pps. Apps. Between Apps Entry LlnuluUons also see 

@ @Max. Rate Interval Abbreviations 
Ma• . 

. Aato 

(Days) {Days) AIIUWt'd Ot:. .. dluwed 

Apricot Use Group: Terrestrial Food Crop 

Spray, Foliar, Aircraft SC/l na Dose cannot no I not 7 not spec 15 days 
be calculated spec spec preharvest 

interval. 

Spray, Petal fal, Alraaft SC/l na Dose cannot not no I 7 not spec 15 days 
be calculaled spec spec preharvest 

interval. 

Spray,Fo~.Ground SC/l na Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvest 

interval. 

Spray, Petal lal, Groond SC/l na Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvesl 

in1ervat"' 

Beans Use Groups: Terrestrial Food Crop and Terrestrial Feed Crop 

High volume SPfOY (dlute), At emergence, SC/l na Dose cannot not not not spec not spec limitations A. 
Hydraulic sprayer be calculaled spec spec B,C 

High volume spray (dlute), Foliar, SC/l na Dose cannot not no I not spec not spec limitations A, 
Hydraulic sprayer be calculated spec spec B,C 

Low volume spray (concentrate), At emergence, SC/L na Dose cannot not not not spec ~olspec limitiltions A, 
Hydraulic sprayer be calculated , spec spec B,C 

Low volume spray (concentrate), Foliar, Aircraft SC/l na Dose cannot not nol not spec nolspec limitations A, 
be calculated spec spec B,C 

Low volume spray (concentrate), At emergence, SC/l na Dose cannot not not not spec not spec limitations A, 

Low volume sprayer be calculated spec spec B,C 

Low volume spray (concentrate),Foliar, Low SC/l na Dose cannot not not not spec not spec limitations A, 

volume sprayer be calculated spec spec B,C 

High volume spray (diiJte), Foliar, Ground .SC/l na Dose cannot not not As needed not spec t5 days 

be calculated spec spe~ preharvesl 
interval .. 

- .. 
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APPENDIX A- Case 4018, (Capsaicin] Chemical 070701 [Capsaicin; In Oleoresin of Capsicum) 

SITE Applc•llon Type, Application Timing, Application Fmm Minimum MIDtlmum Ma11. • Ma11..,. Min. Interval Restricted Geogrillpt~c Use Limitations _ ... 
Application Rate '-Application Rate Appo. Apps. Between Apps. Entry Umltallons also see -~ 

" @ Mell. Rate Interval Abbre'llaUons 

Ma11. 
Rat• 

{Days) (Days) AMowed Olsutlowl!d 

BOillls Use Groups: Terrestrial Food Crop and Terrestrial Feed Crop 

Spray, F-. Alrtnft SC/l na Dose cannot nol not As needed not spec t5 dsys 

be calculated spec spec preharvest 

interval. 

Spray, Seedllnv. Aircraft SC/l na Dose cannot . not not As needed not spec t5 dsys 

be calcolated spec spe~.- preharvesl 
interval. 

Spray, Seedllnv. Ground SC/l na Dose cannot not nol As needed not spec 15 days 

be calculated spec spec preharvest 
interval. 

Beets (Unspecified) Use Gtoups: Terrestrial Food Crop and Tetrestrial Feed Crop __::__ 

Band treatmalt, AI. planting, Mechanical granute D na 2.4 lb AI per A not not not spec not spec • 
applicator spec spec 

Broadcast, F-. Aircraft D na 3.6 1b AI per A not not 7 not spec 7 days 

spec spec preharvest 
interval. 

Broadcast, Seeding stage, Aircraft D na 3.6 1b AI per A not not 7 not spec 7 days 

spec spec preharvest 
interval. 

Broadcast, F-. Gtound D na 3.6 1b AI per A not not 7 not spec 7 dsys 

spec spec preharvest 

interval. 

Broadcast, Seeding stage, Ground D na 3.6 1b AI per A not not ·7 not spec 7 days 

spec spec preharvest 
in leNa!. 

. 

Broadcast, Posternergence, Shaker can D na Dose cannot not not nolspec not spec 

be cak:ulaled spec 'SPec 

Sol band treatment, AI. planting, Shaker can D na Dose cannot not not nolspec not spec 

be calculated spec spec 
. 

Sol treatmen~ AI. planting. Shaker can i:l 
. 

Oo5ecannot not not not spec not spec 
na 

be calculated spec spec 
--
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APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum] 
SITE Application Type, Application Timing, Application Form Minimum Ma•lmum Max.# f.4ax. # Min. Interval Restricted Gl;!ographk Use Umllatlons 

Equipment 
Application Rate Application Rate A.pps. Apps. - Between Apps. Entry liinllat1on:.. also see 

" @Max. Rate Interval Abbreviations Ma ... 
Rate 

(Days) (Days) Allowed [JI!;atlowed 

Broccol Use Group: Terrestrial Food Crop . 

High volume spray, Foliar, Ground SC/l na, Dose cannot not not As needed not spec t5 days 
be calculated spec spec preharvest 

inletval. 
Spnoy, Foliar, Aircraft SC/l na Dose cannot not not As needed nolspec t5 days 

be calculated spec spec preharvesl 
interval. 

Spnoy, s-.g stage, Aircraft SC/l na Dose cannot not not As needed not t5 days 
be calculated spec spec spec preharvesl 

inleJVal. 
Spnoy, s-.g stage, Ground SC/l na Dose cannot not not As needed not spec 1~ day~ 

be calculaled spec spec preharvesl 
inletval. 

Brussels Sprouts Use Groups: Terrestrial Food Crop ' 

High volume spray (dilute), At emergence, SC/l na Dose cannot not not not spec not spec limitations A, 
1 

Hydraulic sprayer be calculated spec spec B,C 
High volume spray (dlute), Foliar, SC/l na Dose cannot not not not spec not spec Umitations A, Hydraulc sprayer be calculated spec spec B,C 
low volume spray (concentrate), AI emergence, SC/l na Dose cannot not not not spec not spec limitations A, Hydraulic sprayer be calculated spec spec B.C 
low volume spray (concentrate), Foliar, Aircraft SC/l na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B,C 
low volume spray (concentrate). AI emergence, SC/l na Dose cannot not not not spec not spec limitations A, I 
low volume sprayer be calculated spec spec B,C 

SC/l 
. 

not not spec not spec limitations A, low volume spray (concentrate), FoHar, low na Dose cannot not 
volume sprayer be calculated spec spec B.C 
Band treatment, At planting, Mechanical granule D na 2.4 lb AI per A not not· nolspec nolspec 
appUcator . spec spec 

4 
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APPENDIX A· Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum] 
SnE Application Type. Application Timtng. AppMcatlon Form Minimum MaximUm Max. • Max. f1 Min. Interval Restricted Geographic Use Umllutlons Equipment ·Application Rate Application Rate Apps. .Apps. Between Apps. Entry llm1lo.~tion~ also see 

@ @Max. Rate Interval Abbreviations 
Max 
Rutc 

(Days). (Ouys) Allowed [ll~o.~llowcd 

Cabbage Use Group: T errestrtal Food Cmp 

Broadcast, Folar, Alraah D na 3.6 lb AI per A nol not 7 not spec 7 days 
spec spec preharvest 

interval. 

Broadcast, ~g stage, Alraaft D na 3.6 lb AI per A not not 7 not spec 7davs 
spec spec preharvest 

interval. 

Broadcast,Folar, Ground D na 3.61b per A not not 7 not spec 7davs 
spec spec. preharvest 

interval. 

Broadcast.~ stage, Ground I> na 3.611> per A not not 7 nolspec 7 days 
spec spec preharvesl 

I interval. 

Broadcast, Postemergence, Shaker can 0 na Dose cannot not not nol spec not spec 
be calculated spec spec 

Sol band treatment, AI planting, Sllaker can D na Dose cannot not not not spec not spec 
be calculated spec spec 

Sol treatrnen~ AI planting, Sllak..- can D na Dose cannot not not nol spec not spec 
be calculated spec spec 

High volume spray (<ilute), AI emergence, SC/l na Dose cannot not not not spec not spec Umitations A. 
Hydrauic )Sprayer be calculated spec spec B,C 

High volume spray (<ilute), Follor, SC/l na Dose cannot not not not spec not spec limitations A, 

-HydrauNc sprayer be calculated spec spec B.C 

low volume spray (concentrate),At emergence, SC/l na Dose cannot not not not spec not spec limitations A, 

HydrauUc sprayer be calculated spec spec B,C 

low volume spray (concentrate), Foliar, Aircraft SC/l na Dose cannot not not not spec not spec, limitations A, 

be calculated spec spec B,C 

low volume spray (concentrate), AI emergence, SC/l na Dose cannot not not not spec not spec limitations A, 

Low volume sprayer . be calculated spec spec B,C 

low volume spray (concentrate), FoUar, low SC/l na Dose cannot not not not spec nolspec Umilalions A, i 

volume sprayer be calc:;ulaled spec spec B.C 

5 
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APPENDIX A- Case 4018, [Capsaicin) Chemical 070701 (Capsaicin, In Oleoresin of Capsicum) 
sne Application Type, Application llmlng. Application F<><m Minimum Maximum M11.x."~ Ma11:tfl Mln.lnt(!rval Restricted Geot)raphlc Use limitations 

Equipment Appfkatlon Rate Application Rate Apps. Apps. Between Apps. Entry limitations also see .. @ Mox. Rate Interval Abbreviation~ . 
Max. 

""" 
(Days) (Days) Allowed fli'.•.JIIowed 

Carrot (lndu<ing tops) Use Group: Terrestrial Food Crop 

Band lrealmen~ AI planting, Mechanical granule D na 2.4 lb AI per A not not not spec not spec 
opplcator spec spec 

·Broadcast, Foliar, Alrcnlft D na 3.6 lb AI per A not not 7 not spec 7 days 
spec spec preharvesl 

interval. 

Broadcast, Seedling stage, Aircraft D na 3.6 lb AI per A not nol 7 nolspec 7 days 
spec spec preharvest 

interval. 

Broadcast, Foliar, Ground . D na 3.6 lb AI per A not not 7 not spec 7 days 
spec spec preharvest 

interval . .., 

Broadcast, Seeding stage, Ground D na 3.6 lb AI per A not not 7 nol spec 7 days 
spec spec preahrvest 

interval. 

Caultlower Use Group: T erreslrial Food Crop 

High volume sprey (dilute), Foliar, Ground SC/l na Dose cannot not not As needed not spec 15 days 
be calculated spec spec preharvest 

interval. 

Spnly, Foliar, Alrcnlft SC/l na Dose cannot not not As needed not spec 15 days 
be calculated spec spec pre harvest 

' interval. 

Spnly, Seedling stage, Aircraft SC/l na Dose cannot nol not As needed not spec 15 days 

be calculated spec spec preharvest 
interval. 

Spnly, -g stage, Ground SC/l na Dose cannot not not As needed not spec 15 days 
be calculated spec spec preharvest 

. interval . 

High volume spray (dilute), AI emergence, SC/l na Dose cannot not not not spec not spec limitations A. 

HydrauNc sprayer be calculated spec spec B,C 

CauHftower Use Group: Terrestrial Food Crop 

6 
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APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 (Capsaicin, In Oleoresin of Capsicum) 

SITE Applcatlon Type, Application Timing, Application F<><m Minimum Maximum Max. fl Max.# Min. Interval Restricted Geographll Use Umllatlons I 

Equipment Application Rate Apphclllion Rate Apps. Apps. Between Apps. Entry Umltatlons also see 
@ @Max. Rate Interval Abbreviations 

Mall. 

I 
Rato 

- (Days) (Ooy~J AUowed Disallowed 

Caulilower use Group: r ....... trtaJ Food Crop 

High volume opnoy (dlute), Folar, SC/L na Dose cannot not not nolspec nOI spec limitations A, 

HydmJic opnoyer be calculated spec spec B,C 

Low volume opnoy (ooncentrate), At emergence, SC/L na Dose cannot not not not spec not spec limitations A. 

Hydraulcs.,._ be calculated spec spec B.C 

Low volume opnoy (ooncentrate), Foliar, Aircraft SC/L na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B.C. 

Low volume opnoy (ooncentrate). At emergence, SC/L na Dose cannot not not not spec not spec limitations A, 

Low volume opnoyer be calculated spec spec . B.C 

Low volume opnoy (ooncentrate), Foliar, Low SC/L na Dose cannot not not not spec not spec limit.t.lions A, 

volume opnoyer .•. be calculated spec spec B,C . 

I Celely 
" 

Use Group: T""""triol Food Crop 

High volume opnoy (dlute), Foliar, Ground SC/L na Oosecannot not not As needed not spec t5 days 

be calculated spec spec preharvest 
Interval. 

Spray, F-. Aircraft SC/L na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvest 
interval. 

Spray, Seodng stage, Aircraft SC/L na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvest 

. 
interval. 

Spray, ~ stage, Ground SC/L na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvest 
interval. 

Cheny . Use Group: Terrestrtal Food Crop 

llroldcast,F-. Aircraft D na 61bAiperA not not 7 not spec 7days 

spec spec preharvesf 
lnlerval. 

Broodcast,Folar, Ground D na 61bAiperA not not 7 not spec 7 days 

spec spec preharvesl 
. interval . 

' 
--
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APPENDIX A- Case 4018, [Capsaicin 1 Chemical 070701 [Capsaicin, In Oleoresin of Capsicum 1 
SITE Appkatton Type, Application Tlmlng, Apptl~11on Form Minimum Malllmum Mall.* Max.-. Min. Interval Restricted Geographic Use Umllallons 

E(JJipment Application Rate Application Rate Apps. Apps. Between Apps. Entry limitations also see 
@ @ Ma11. Rate Interval Abbreviations 

Ma~t 
I 

Rat< 

. (Days) (Days) AHowed Oist~llowed 

Cheny Use Group: T erreslrlal Food Crop . 

Broadcast, Foliar, Shaker can D no Dose cannot not not 7 not spec 2 days 
be calculated spec spec preharvest 

interval. 

Spray, Foliar, Alrcnlft SC/1. no Dose cannot not not 7 nol spec 15 days 

be calculated spec spec preharvesl 
interval. 

Spray, Petal tal, Alraah SC/1. na Dose cannot not not 7 not spec 15 days 

be calculated spec spec preharvest 
interval. 

Spray, Foliar, Groutid SC/l na Dose cannot not not 7 not spec 15 days 

be calculated spec spec preharvesl 
interval. " 

Spray, Petallal, Groutid SC/1. na Dose cannot not not 7 not spec 15 days 

be calculated spec spec I. preharvest 
interval. 

Com (Unspecified) Use Groups: Terrestrial Food Crop and TetTestrial. Feed Crop 

Band lrealment, AI. planting, Mechanical D na 2.4 lb AI per A not not not spec not spec 

granule applcator spec spec 

Broadcast, Foliar, Alraah D na 3.6 1b AI per A not not 7 not spec 7 days 

spec spec preharvest 

--'-
interv~l. 

Broadcast, Seeding stage, Alraah D na 3.6 1b AI per A nol ·not 7 not spec 7 days 

spec spec pre harvest 
interval. 

Broedcastfoliar, Ground D na 3.6 1b AI per A not not 7 not spec 7 days 

spec spec preharvesl 
interval. 

-
. 

- B 
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APPENDIX A· Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of .capsicum) 
SITE Appllcetlon Type. Applca11on nmlng, AppHcatton Form Minimum M8klmum M&K. # Max.# Min. Interval Restricted Geographic Use Umltatloos e_ ..... 

ApPiketlon Rate Appllcallon Rate Apps. Apps. Between Apps. Entry Umllalions also see 
@ @MaM. Rate lntenml Abbreviations 

Ma11. 
Rate 

(Days) (Days} AIIOWI'd Oi~llowcd 

Com (Unspecified) Use Groups: Terreslrlal Food Crop and T erreslrial Feed Crop 

Broadc:ul.~g slage, Ground 0 na 3.6 lb AI per A nol nol 1 not SPec 7 days 
spec spec preharvesl 

. interval . 

Broadcasl, Shaker Clll, Poslemergence 0 na Dose cannot nol nol not spec not spec 
be ca!Culaled spec spec 

Sol bond lreelmenl, N. planllng, Shaker cen 0 na Dose cannot nol nol not spec not spec I 
be calculaled spec spec . 

Sol lreelmenl, N. planllng, Shaker cen 0 na Dose cannot nol no I not spec not spec 
be calculaled spec spec 

High volume spray (<Mule), AI emergence, SC/l na - Dose cannot nol nol nol opec not spec limitations A, 
Hydraulc sprayer be calculaled spec spec B,G 

High v~ spray (dlule), Folor, SC/l na Dose cannot nol nol not spec not spec limitations A, 
Hydnwlc sprayer be calculaled spec opec B,C 

low volume spray (ooncenlrale), N. emergence, SC/l na Dose cannot nol nol not spec not spec limitations A, 

Hydraulc sprayer be calculaled spec spec B,C 

low v~ spray (ooncenlrale), Folar, Aircraft SC/l na Dose cannot nol nol not spec not spec Limi1ations i{ 
be calculaled spec spec B,C 

low v~ spray (ooncenlrale),N. emergence, SC/l no Dose cannot nol nol nol~pec nolspec limitations A. 

lowvolumesprayer be calculaled spec spec B,C . 

low volume sprey (ooncenlrale), Folar, Low SC/l no Dose cannot no I nol not spec not spec limitations A, 

·~•prayer be calculaled spec spec B,C 

Conon Use Groups: T erreslrlal Food Crop and T erreslrial Feed Crop 

High volume spray (dlule), AI emergence, SC/l na Dose cannot nol nol not spec not spec limitations A, 

Hydnwlc sprayer be calculated spec spec B 

High volume spray (dlule), Foliar, SC/L no Dose cannot no I nol not spec not spec limitations A, 

Hydraulc sprayer be calculated spec spec B 

low volume spray (concenlrale), AI emergence, SC/l na Dose cannot nol nol not spec notsp~ limitations A. 

Hydraulic sprayer be calculated spec spec B 

- . 
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APPENDIX A- Case 4018, (Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum] 
SITE Appllcalton Type, Application Timk)Q. Application f<><m Minimum Ma)(lmum Ma•. * Ma11:.# Mltl. Interval Restricted Geographic Usc Umllallons 

Equipment AppNcatton Rate Application Rate Apps. App::.. Between Apps. Entry Umltallons also see 
@ ® Ma~. Rute Interval Abbreviations 

Ma~~:. 

""" 
(O<.~ys} (Days) AUowed Di~allowcd 

Cot10n Use Groups: Terrestrial Food Crop and Terrestrial Feed Cr~p 
I 

Low volume SPfiY (concentrate), Folar, Alraaft SC/L na Dose cannot not not not spec not spec limitations· A, 
be calculated spec spec B 

Low volume spray (concentrate), AI emergence, SC/L na Dose cannot not not not spec not spec limitations A, 
Low volume sprayer be calculated spec spec B 

Low volume spray (concentrate), Folar, Low SC/l na Dose cannot not not not spec not spec Limitations A, 
volume sprayer be calculated spec spec B 

-
Cucumber Use Group: Terrestrial Food Crop 

High volume SPf8Y (dilute), AI emergence, SC/l na Dose cannot not not not spec not spec limitations A, 

HydrauHc sprayer be calculated spec spec B,C 

High volume spray (dlute), Folar, SC/l na Dose cannot not not not spec not spec limitations A, 

HydrauHc sprayer be calculated B,C " spec spec 

Low volume opray (concentrate), At emergence, SC/L na Dose cannot not not not.spec not spec limitations A, 

Hydraulic sprayer be calculated spec spec B,C 

Low volume spray (concentrate), Folar, Aircraft SC/L na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B,C 

Low volume spray (concentrate), AI emergence, SC/L na Dose cannot not not not spec not spec limitations A, 

Low volume sprayer be calculated spec spec B,C 

Low volume spray (concentrate), Falor, Low SC/L na Dose cannot not not not spec not spec Limitations A, 

voluoue sprayer be calculated spec spec B,C 

Spray, Foliar, Aircraft SC/L na not not As needed not spec t5 days 

Dose cannot spec spec preharvest 

be calculated interval. 

Spray, Seedling stage, Aircraft SC/l na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvest 
interval. 

SPfiY,Fo~.Ckound SC/l na Dose cannot not not _As needed not spec t5 days 

be calculated spec spec pre harvest 
interval. 

10 
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APPENDIX A- Case 4018, (Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum) 
srrE AJjpllcadon Type, Applcdon Tlmlnl;;, Application Fmm Minimum Ma1dmum Ma•. # MaK.tJ' Min. Interval Restrlcled Geographic Use IJmltallons Equipment: Application Rate Application Rate Apps. Apps. Between ApPs. Entry Urn nations also see 

@ @Max. Rate Interval Abbreviations 
Ma11. 

"'" 
(Days) (Days) Allowed Dl!>itlluwt·(j 

Cuoomber Use Group: T erreslrlal Food Crop 

Sjny, Seeding alage, Ground I SC/l na Dose cannot not not As needed not spec is days 
I be calculated spec spec preharvest 

• 
interval. 

Cereal Grains Use Groups: Terrestrial Food Crop and T errestrtal Feed Crop 

Bond treetr-.t AI. plontng, Mechanical granule D na 2.4 lb AI per A not not not spec not spec 
. 

7days 
eppllcator spec spec preharvest 

interval. 

Broadcui,Follllr,·Airaaft D na 3.6 lb AI per A not not 7 not spec 
I 7 days 

spec spec preharvest 
interval. 

Broadcast Seeding slage, .Airaalt D na 3.6 1b AI per A not not 7 not spec 7 days -spec spec preh8rvesl . 
. interval. 

Bro.odcaal, Follllr, Ground D na 3.6 lb AI per A not not 7 not spec 7days 
spec spec preharvest 

. interval . 

Bro.odcast, Seeding slage, Ground D na 3.6 lb AI per A not not 7 nol spec 7 dar-> 
spec spec preharvest 

inlerval. 

Fig Use Group: Tarealrlal Food Crop 
I 

Br0o1dcast, Folli, ~~Krall D na 61bAiperA not not 7 not spec 7days . 

spec spec . pre harvest 
interval. 

Bro.odcast,Follllr, Ground D na 61bAiperA not not 7 not spec 7 days 
spec spec pre harvest 

interval. 

Grapes Use Groups: Terreslrlal Food Crop and T OITestrial Feed Crop 

BrOoldcast, Follllr, Alraall D na 3.6 lb AI per A not not 7 not spec 7 days 
preharvesl spec spec 
interval. 

"1t 
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APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum) 

SITE Application Type, Application nmlng, Application F<><m Minimum MalCimum MBK.<# Mil)(, I Min. Interval Restricted Geographic Use Umllalions 
Equipment Application Rate Application Rate Apps. Apps. Between Apps. Entry Uroilulions also see 

@ @Max. Rate lnlen,al Abbrevlallons 
MaK. 
Rate 

{Days) {O<ty-:.1 Allowed Dtsalluwed 

Grapes Use Groups: T erreslrlal Food Crop and Terrestrial Feed Crop 

Broadcast,Folar, Ground D na 3.6 lb AI per A not not 7 not spec 7 days 
spec spec preharvesl 

interval. 

Broadcast, F-. Shaker can D na Dose cannot not not 7 not spec 2 days 
be calculated spec spec preharvesl 

interval. 

Sproy, Foliar, Ground SC/l no Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvest 

interval. 

· Spnly, Foliar, Alraaft SC/l na Dosecannol not not 7 not spec t5 days 
be colculated spec spec preharve_)il 

interval. 

lettuce Use Group: Tenestrial Food Crop 

Band treiotrnent, At plintlng, Mechanical granule D no 2.4 lb.AI per A not not not spec not spec 

applcator spec spec 

Broadcast, F-. Alraaft D no 3.6 1b AI per A not not 7 not spec 7 days 

spec spec preharvest 
. interval. 

Broadcast, ~g stage, Alraatt D na 3.6 lb AI per A not not 7 not spec 7 days 

spec spec preharvest 
interval. 

Broadcast, Foliar, Ground D na 3.6 lb. AI per A not not 7 nolspec 7 days 

spec spec preharvesl 
tnterval. 

Broadcast, -g stage, Ground D na 3.6 lb AI per A not not 7 not spec 7 days 

spec spec preharvest 
interval. 

Broadcast, Postemergence, Shaker can D na Dose cannot not not not spec not spec 

be calculated spec spec 
-··--

t2 
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APPENOIXA- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum) 

srTE Appllcatlon Type, Application nmlnQ, Application FO<m Minimum Maximum Max.# Max.f1 Min. Interval Restricted Geographic Use Umltatlons 

Equipment Application Rate Application Rate Apps. Apps. Between Apps. Entry Umilal!ons also see 
@ @Max. Rate Interval ·• AbbrevlaUons " 

Max. 
Rille 

!Days) (Days) ARowed Oballdwcd I 

Leltuce Use Group: Terrestrial Food Crop 

High volume spray (dklle), Folar, Ground SC/L na Dosecannor not not As needed not spec 15 days 
be calculated spec spec preharvest 

interval. 
. 

Sol bend treetm..t, AI plontlng, Shol<or con 0 Dosecahnot na not not notspt!C? not spec 
be calculated spec spec 

Sol treatment, AI plonllng, Shol<or con 0 na Dose cannot not not not spec not spec 
be calculated spec spec 

Spnly, foliar, Alraaft SC/L na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvest 
inleoval. 

Spnly, 5e<dng stage, Aircraft SC/L na Dose cannot not not As needed not spec 1~days~>' 

be calculated spec spec preharvest 

. 
interval. 

Spnly, -9 Stage, Ground SC/L na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvesl 
inlerval. . 

Melons Use Groops: Teneslllal Food Crop 

High voltlme spray (dklle), AI emergence, SC/L na Dose cannot not not not spec not spec limitations A, 

Hydraulic sprayer be calculated spec spec B,C 

High voltlme &prey (dklle), Foliar, SC/L na Dose cannot not not not spec nol spec limitations A, 

Hydraulic sprayer be calculaled spec spec B,C 

Low voltlme spoay (concentrate), AI emergence, SC/L na Dose cannot not not nol spec not spec Limitations A, 

Hydnlullc sprayer be calculated spec spec B,C 

Low voltJme spray (concentrate), folar, Aircraft SC/L na Oosecannol not not not spec not spec Limitations A, 

be calculated spec spec B,C 

Low volume apoay (concentrate), AI emergence, SC/L na Dose cannot not not not spec not spec Limitations A, 

Low voltJme sprayer be calculated spec spec B,C 

Low voltlme spray (concentrate), folar, low SC/L na Dose cannot. not not not spec not spec limilalions A, 

volume sprayer be calculated spec spec B.C 

. 

13 
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APPENDIX A. Case 4018, (Capsaicin) Chemical 070701 [Capsaicin, In Oleoresin of Capsicum) 

SITE Applcatlon Type, AppUCatlon TlmlnQ. Applcatlon Form Minimum Ma111mum Ma11." Max. r1 Min. Interval Acslrlclcd Geographic Use Umll81ions 

Equipment Application Rate Application Rate Apps. ApPs: Between Apps. Entry Lunl!atlons atso see 
@ "@ Mu11. Rate Interval Abbreviations 

MaK. 
Rate 

(Days) {Days) Allowed Dls<tllowcd 

Melons Use Groops: Terreslrlal Food Crop 

Band lreatment,/U planting, Mechanical D na 2.4 lb AI per A not not not spec not spec 

granule applcator spec spec 

Broadlcast,Folar, Alraaft D na 3.6 1b AI per A not not 7 not spec 7 days 

spec spec preharvest 

interval. 

Broadlcast,Seedlng slags, Alraaft D na 3.6 lb AI per A not not 7 not spec 7 days 

spec spec p(eharvest 

interval. 

Broadlcast, Folar, Groond D na 3.6 1b AI per A not not 7 not spec 7days 

spec spec preharvest 

interval. 
• 

Broadlcas~ Seeding slags. Groond D na 3.6 lb AI per A not not 7 not spec. 7 days 

spec spec preharvest 
interval. 

8rot1dlcast, Posternergance, Shaker can D na Dose cannot not not not spec not spec 

be calculated spec spec 

Sol band ln!atmenl, At planting, Shaker can D nl Dose cannot not not nolspec not spec 

be calculated spec spec . 

Sollrealrnent,/U planting, Shaker can D na Dose cannot not not not spec not spec 
. be calculated spec spec 

Spray, Foliar, Aircraft SC/l na Dose cannot not not As needed nolspec 15 days 

be calculated spec. spec preharvest 
tnterval. 

Spray, Seeding stage. Alraaft SC/L na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvesl 
interval. 

Spray, Foliar, Ground SC/l na Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvest 
interval. 

14 
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. APPENDIXA- Case 4018, (Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum] 
SITE ApplcaHon Type, Application nmlnQ, Application Form Minimum Maximum Max. fl Max.* Mtn. Interval Re~trkted Geographic Use Umltatlons 

Equipment Application Rate Application Rate Apps. AJ?Ps. Between Apps. Entry Unulallons otso see .. .@Max. Rate Interval Abbreviations 
Max. 
Aalo 

(Days) (Days) Allowed Oballowcd 

Melons Use Groups: T erreslrlal Food Crop 

Spray, Se<dng otoge, Ground SC/l na Dose cannot no I no I As needed not spec 15 days 
be calculaled spec spec preharvest 

inlerval. 

Melons, Centaloupe Use Group: T""'es1rial Food Crop 

Spray, Falor, Aircraft SC/l na Dose cannot nol nol As needed not spec 15 days 
be calculated spec spec pieharvest 

interval. 

Spray, Se<dng otoge, Aircraft SC/l na Dose cannot nol not As needed not spec 15 days 
be calculaled spec spec preharvest 

. interval. 

Spray, Falor, Ground SC/l na Dose cannot noL not As needed not 15 .. days <e.~ 
be calculated spec spec spec preharvesl 

. interval. 

Spray,~ otoge, Ground SC/l na Dose cannot not not As needed not spec 15 days 

be calculated spec spec preharvest 
. inte.val. 

Nectorine Use Group: T....eslrlal Food Crop 

Broadcast, Falor, Aircraft D no 81bAiperA not nol 7 not spec 7 days 

. spec spec preharvest 
interval. 

Broadcast, Falor, Ground D na &lbAiperA nol not 7 not spec 7 days 

spec spec prehaivesl 
interval. 

Orchords (Unspecllled) Use Group: Terres1rial Food Crop . 

Broadcasi,Folor, Aircraft D na 61bAiperA not not 7 not spec 7 days 

spec spec preharvest 
interval. 

Broadcast,Folor, Ground D na 6lbAiperA not not 7 not spec 7 days 

spec spec preharvesl 
interval. 

. t5 
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APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 (Capsaicin, In Oleoresin of Capsicum J 
SITE Application Type, Applcatlon Timing, Application F<><m Minimum Maximum Max.# Max." Min. Interval Restricted GeographiC Use Limitations 

Equipment Application Rate Application Rate Apps. Apps. Between Apps. Entry llmllallons also see 

" @ Ma~t. Rate Interval Abbreviations 
Max. 
Rate 

(Oars) {Days) Alli.•wed Ol::.ullowcd 

Orchards (Unspedlled) Use Group: Terreslrlal Food Crop 

Bark lrea'"*", Dormant, Hydrauic sprayer SG/L na Dose cannot not not not spec not spec limitations A. 
be calculated spec spec B 

Bark treetmen~ Falor, Hydraulc sprayer SG/l na Dose cannot not not not spec not spec Limitations A, 
be calculated spec spec B 

Bark lrea'"*". Postharvest, Hydraulc sprayer SG/l na Dose cannot not not not spec not spec Limitations A, 
be calculated spec spec B 

Bark lreatment, Dormant, Low volume sprayer SG/l na Dose cannot not not not spec not spec Limitations A, 
be calculated spec spec B 

llortclreatment, Follor, Low volume aprayer SG/l na Dose cannot not not not spec not spec limitations A, 
be calculated spec spec B 

Bortclreatment, Postharvest, Low volume sprayer SG/l na Dose cannot not not not sPec not spec umitatiotlS A, 
be calcolated spec spec B 

low volume spray, Dormant, Aircraft ~Gil na Dose cannot not not not spec not spec limitations ·A. 
be calculated spec spec B 

Low volume spray, Foliar, Aircraft SG/l no Dose cannot not not not spec not spec limitations A, 
be calculated spec spec B 

low volume spray, Postharlest.Ai'crsft SG/l na Dose cannot no I not not spec not spec limitations A, 
be calculated spec spec B 

Low volume '!JIIIIY• Foliar, Hydrauic sprayer SC/l no Dose cannot not not not spec not spec limitations A, 
be calculated spec spec B 

Low volume spray, Dormant, HydrauUc sprayer SG/L no Dose cannot not not not spec not spec limitations r 
be calculated spec spec . B 

Low volume spray, Postharlest,Hydraufic SG/l no Dose cannot nol not not spec not spec ltmitations A, 

sprayer be calculated spec spec B 

Low volume spray, Dormant, Low volume sprayer SG/l no Dose cannot not nol not spec not spec limitations A, 
B ' be calculated spec spec 

low volume spray, Foliar, low volume sprayer SG/L na · Dose cannot not not not spec_ not spec limitations A, I 

be calculated spec spec B ! 
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APPENDIXA- ·Case 4018, [Capsaicin] Chemical 070701 (Capsaicin, In Oleoresin of Capsicum] 
SITE ApplcaUon Type, Applce.Uon Timing, Application F~m Minimum Maximum Max.-. Ma11. * Min. Interval Restricted Geographic Use Umltallons Equipment Application Rate AppNcBtlon Rate I. Apps. Apps. Between Apps. Entry Umlttttlons also see 

@ @Max. Rate Interval Abbreviations 
Max. 
Rate 

(Days) {Days) Allowed Ol',.llhlwed 

I 
Orchards (Unspecified) Use Group: TerreslllaiFood Crop 

Low volume 8Pf1Y, Posthlrvest,Low volume SC/1. na Dose cannot not not not spec not spec Llmrtations A. 
sptayer be calculated spec spec B 

Brooodcast, Folor, Shaker can 0 na Dose cannot not not 7 not spec 2 days 
be calculated spec spec preharvest 

interval. 

Spnly, Foliar, Aircraft SC/L na Dose cannot not not not spec not spec 15 days 
be calculated spec spec preharvest 

interval. 

Spnly. Petallol, Aircraft SC/1. na Dose cannot not not not spec not spec 15 days 
be calculated spec spec preharvesl 

Interval. 

Spnly, Folor, Ground SC/L na Dose cannot not not not spec not spec t5 days 
be calculated spec spec preharvest 

interval. 

Spnly, Petal tal, Ground SC/L na Dose cannot not not not spec not. spec 15 days 
be calculated spec spec preharvest 

interval. 

Ononge Use Groups: Terrestrial Food Crop and Terrestrial Feed Crop 
. 

Spnly, Foliar, Aircraft SC/1. na Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvesl 

interval. 

Spnly, Petal tal, Aircraft SC/1. na Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvesl 

Interval. 

Spnly, F-. Ground SC/1. na Oosecannol not not 7 not spec 15 days 
be calculated spec spec preharvesl 

interval. . 

Spnly, Petal tal, Ground SC/1. na Dose cannot not not 7 not spec 15 days 

. be calculated spec spec preharvest 
interval. 
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APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum) 
SITE Appllcauon Type, Application Timing, Application Fmm Minimum MaKimum Max:-. Max.# Min. Interval Restricted Geogrttphk Use Umltatlons 

Equipment Appllca_llon Rate Application Rate Apps. , Apps. Between Apps. Entry Umltullons also see 
@ @Max. Rate Interval Abbreviations 

Max. 
Rat. 

(Days) (Days) Allowed Oi!>.JII<JW•'d 

Peach Use Group: Terreslrlal Food Crop 

Broedaosi,Folor, Alraaft D na 6bAiperA nol nol 7 not spec 7 days 
spec spec preharvesl 

interval. 

Broedaost,Folor, Ground D na 6bAiperA no I not 7 not spec 7 days 
spec spec preharvesl 

inleJVal. 

Spray, Folor, Alraaft SC/l na Dosecannol not not 7 not spec t5 days 

~· calculated spec spec preharvest 
inteJVal. 

Spray, Petallal, Alraaft SC/l na Oosecannol not not 7 not spec 15 days 
be- calculated spec sp~ preharvest 

interval.~<' 

Spray, Folar, Ground SC/l na Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvesl 

interval. 

Spray, Petallal, Ground SC/l na Dose cannot nol not 7 not spec 15 days I 

be calculated spec spec preharvest 
i.,terval. . 

Peas (Unspecifled) Use Groups: Terrestrial Food Crop and T errestrlal Feed Crop 

High volume spray (ca.te), AI emergence, SC/l na Dose cannot not not not spec nolspec limitations A, 

Hydraulc sptayer be calculated spec spec B,C 

High volume spray (dilute), Folor, SC/L na Dose cannot nOt not not spec not spec UmitaUons A, 

Hydraulcspnoyer be calculated spec spec B,C 

Low volume SJlf8Y (concentrate), AI emergence, SC/l na Dose cannot not nol nol spec not spec Limitations A. 

Hydraulic sprayer be calculated spec spec B,C 

Low volume spray (concentrate), foliar, Aircraft SC/l na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B,C 

low volume spray (concentrate), At emergence, SC/l na Dose cannot not not not spec not spec limitations A 

low volume sprayer be calculated spec spec B.C 
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APPENDIX A- Case 4018, [Capsalcin]Chemical 070701 [Capsaich1, In Oleoresin of Capsicum] 
SITE AppkeUon Type, 'Application TimlnQ. ~lcatlon Form Mlfltmum Mtudmum Max.* Max.# Min. Interval Restricted GeograPhic Use Umltallons Equipment Application Rate Appllcatloo Rate Apps. A~s. Between Apps. Entry Umllatlons also see .. @ MaJI. Rate Interval Abbreviations 

Max. 
Rat~ 

{Days) (Ouys) Allowed Oballnwcd 

Peas (Unapecllled) Use Gloups: T erreslrial Food Crop and Terrestrial Feed Crop . . 

Low volume opnoy (concenlrale), Folar, low SC/l na Dose cannot not not not spec not spec limitations .A. 
volume sprayer be calculated spec spec B,C 

Peppers Use Group: T-trtal Food Crop . 

High volume spray (dkde), AI emergence, SC/l no Dose cannot not not not spec not spec Umilations A. 
Hydrllullc sprayer be calculated spec spec B,C 

High volume opnoy (dkde), Folar, SC/l na Dose cannot not not not spec not spec limitations A, 
Hydrllullc sprayer be calculated spec spec B,C 

low volume opnoy (concenlrate), AI emergence, SC/l no Dose cannot not not not spec not spec - limitaUons A, 
Hydrllullc sprayer be calculated spec spec B,C 

" 
low volume opnoy (concenlrate), Folar, Alraaft SC/l na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B,C 

low volume opnoy (concenlrate), AI emergence, SC/l na Dose cannot not not not spec nofspec limitations A. 
low volume sprayer be calculated spec spec B,C 

low volume spray (concenlrate), Folar, low SC/l na Dose cannot not not not spec not spec UnlitaUons A, 
volume sprayer be calculated spec spec. B,C 

Pklm Use Group: T-trlolfood Crop 

Broadcast, Foliar, Alraaft D na 61bAtperA not not 7 notspe<t 7 days 
spec spec preharvest 

interval. 

~st,F-. Glound D na 61bAtperA not not 7 not spec 7days 
spec spec preharvesl 

interval. 

Spray, F-. Alraaft SC/l na Dose cannot not not 7 not spec t5 days 
be calculated spec spec preharvesl 

interval. 

Spray, Petallal, Alraaft SC/l na Dose cannot not not 7 not spec 15 days 
be calculated spec spec preharvesl 

interval. 
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APPENDIX A- Case 4018, (Capsalcin]Chemical 070701 (Capsaicin, In Oleoresin of Capsicum) 
SITE Appllcatton Type. ApplcatJon Timing. ApplcaUon Form Minimum Maid mum Max.• Ma~e. * Min.- Interval Restricted Geographic Use limitations 

Equipment Application Rate Application Rate Apps. """'· Between Apps. Entry Umlla.tlons also see 
@ @Mall. Rate Interval Abbre<Aat!Ofls 

Max. 
Rat~ 

(Days) (Days) Allowed 01~,111owcd 

Plum Use Group: Terrestrial Food Crop 

Spray, Foliar; Ground SC/1. na Dosecannol nol nol 7 not spec IS days 
be calculaled spec spec preharvest 

interval. 

Spray, Pelallol, Ground SC/1. na Dose cannot nol no I 7 not spec 15 days 
be calculated spec spec preharvesl 

inlerval. 

Radish Use Group: Terreslrial Food Crop 

Broadcast, PosJ-uenoa, Shaker can D na Dose cannot nol not not spec nol spec 
be calculated spec spec 

Sollrea.._l, AI plonlfng, Shaker can D na Dose cannot not not not spec not Spec 
be calculated spec spec " 

Sol band lrea-1, AI planting, Shaker can D na Dose cannot not not not spec nol spec 
be calculaled spec spec 

Smal Fruls Usa Group: Terreslrial Food Crop -'-
Broadcast, Foliar, Aln:noll D na 3.6 lb AI per A not not 7 not spec 7 days 

spec spec preharvest 
. interval. 

Broadcast, Foliar, Ground D na 3.6 lb AI per A not not 7 not spec 7 days 

spec spec preharvest 
interval. 

Spray, Foliar, Aln:noft SC/1. na Dose cannot not not 7 not spec 15 dayS 
· be calculaled spec spec preharvesl 

interval. 

Spray, Foliar, Ground SC/l na Dose cannot not nol 7 not spec 15 days 

be cak:uiated spec spec prehaf\lesl 
interval . 

. . 
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APPENDIXA- Case 4018, [Capsaicin] Chem-Ical 070701 [Capsaicin, In Oleoresin of Capsicum) 
SITE APPicatJon T~. Application Timing. Application Fa<m Minimum Ma11lmum Mall.~ MaJt.# Min. Interval Restricted Geographic Use limitations £ ........... A~lcatlon Rate Application Rate Apps. Apps. Between ApPs. Entry Limitations also see 

@ @ Ma11. Rate Interval Abbre>Mtlons 
Mall. 
Rate 

(Days) (Days) AU owed 01'58llowed 

Spinach Use Group: Terreslrlol Food Crop 

High volume spoay (dlolle), Falor, Ground SC/l na Dose cannot nol nol As needed not spec 15 days 
be calculaled spec; spec pre harvest 

interval. 

Spray, Falor, Aircraft ·SC/l na Dose cannot nol nol As needed not ·spec 15 days 
be calculaled Ope<; spec pre hal"¥ est 

interval. 

Spray, Seeding slage, Aircraft SC/l na Dose cannot nol nol As needed not spec 15 days 
be calculaled spec spec pre harvest 

inlerval. 

Spray, Seeding Slage, Ground SC/l na Dose cannot no1 nol As needed not spec 15 days 
be calculaled spec; spec; preharvest 

i 
interval. jo> 

Squash Use Group: Terreslrial Food Crop .. 

High volume IIPfliY (dlolle), AI """"ll""ce, SC/l na Dose cannot no1 nol not spec not spec limilatlons A, 
Hydraulc sprayer be calculaled spec spec B,C 

High volume IIPfliY (dlolle), Folor, SC/l na Dose cannot nol nol not spec nol spec limitattons A, j 
Hydraulc spnlyer be calculated spec spec; B,C 

low volume spray (concen~1e), AI emergence, SC/l na Dose cannot nol nol not spec not_spec Linitations A, 
: spnlyer be calculaled spec spec B,C 

low volume IIJ!IIIY (concenlrale), Falor, Aircraft SC/l na Dose cannot nol nol not spec not spec limitations A; 
be calculaled spec spec B,C 

low volu"'!' spoay (concenlra1e), AI """"ll""ce, SC/l. na Dose cannot nol nol not spec not spec llmitalions A, 

low volume spn1yer . . be calculaled spec spec B,C 

low volume spoay (concenlrale), Falor, low SC/l na Dose cannot nol nol not spec nolspec limilalions A, 
volume sprayer· be calculated spec spec B,C 

Sugar Mople Use Group: Terres1rlal Food Crop 

Sop colecllon equlprnen11ree1menl, When I SC/l I na J Dose cannol ~, nol J nol nol spec not spec limitations A, 

needed, By hand --~-!_~lculated ' sp~c__ spec B,C 

21 



• 
APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin; In Oleoresin of Capsicljm] 

SITE Applcatlon Type, AppllcaUon llmlnQ. Applc.atlon F~m Minimum Mo.)(! mum MaK.* Mo.11.* Min. Interval Restricted Gedgraphlc Use Umltatlons -
fqulpmenl Appllcalloo Rate Application Rate Apps. Apps. Between Apps. Entry Umllatlons also see 

@ @Mall. Rate Interval Abbreviations 

Ma)(. I· 
""'' 

(Days) jOays) Allowed j)I'.,JII<•Wt~d 

Sunftower Use Groups: Terrestrial Food Crop and Terrestrial feed Crop . 

Band treatmenl, AI planting, Mechanical D na 2.4 lb AI per A not not not spec nolspec 
granule applicator spec spec 

Broadcast, Folar, Aircraft 0 na 3.6 lb AI per A not not 7 nol spec 7 days 
spec spec . preharvest 

interval. 

Broadcast,-.g slage, Aircraft 0 no 3.6 lb AI p..- A not not 7 nol spec 7 days . spec spec preharvesl 
interval. 

Broadcast, F-. Ground 0 na 3.6 lb AI p..- A not not 7 not spec 7 days 

spec spec preharvesl 
interval. 

Broadcast, -.g stage, Ground 0 no 3.6 lb AI per A not not 7 not spec 7 days 

spec spec preharvest 
. interval. 

Tomato Use Groups: Terrestrial food Crop and Terrestrial Feed Crop 

High volume spray (dlkrte), All!fnl!fgeRce, SC/l no Dose cannot not not not spec not spec limitations A, 

Hvm.ulc sprayer . be calculaled spec spec B,C 

High volume spray (dlute), Folar, SC/l na Dose cannot not not not spec not spec limitations A, 

HYtnulc sprayer be calculated spec spec B,C 

Low volume spray (ooncenllate), AI emergence, SC/l na Dose cannot not not not spec not spec Umitalions A, 

~ulc sprayer be calculated spec spec B,C 

Low volume spray (ooncenllate), Foliar, Alraaft· SC/l no Dosecannol not not not spec not spec limitations A, 

be calculated spec spec B. C · 

Low volume spray (concenllate). AI emergence, SC/l na Dose cannot not nol not spec not spec Umilations A, 

low volume sprayer be calculaled spec spec B,C 

low volume spray (ooncenllate), Foliar, Low SC/l na Dose cannot not not not spec not spec limitations A, 

volume sprayer be calculated spec spec B,C 

Broadcast, AI planUng, Mechanical granule 0 na 2.4 lb AI p..- A not not not spec not spec 

applicator spec spec 
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APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum) - -

SITE Applcedon TrPe. Appllcallon Timing. Application F"'m Mlntmum Ma~lmum Ma11.-. Ma11. fl Min. Interval Aestr!Cied Geographic Use Umllat!ons 
E~menl 

Appficatlon Rete ApphcaUon Rate Apps. Apps. Between Apps. Entry Llmt!OIIons also see 

"' @Mal(. Rate Interval Abbrelliallons MO< 
~ 

Rate 

(Days) (Duy~) Allowed D1s<.~llowed 

Tomato Use Groups: Terrestrial Food Crop and Terrestrial Feed Crop 

-llroedc:aat, Follor, Alraaft 0 na 3.6 lb AI per A not not 7 not spec 7 days spec spec preharvest 
intetval. Broadcast, Seldng stage, Alraaft 0 na 3.6 lb AI per A not not . 

7 not spec 7 days 
spec spec preharvesl 

interval. 
llroadcaot, Seldng stage, Ground 0 na 3.6 lb AI per A nol nol 7 not spec 7 days 

spec spec preharvest . 

interVal. 
Broadcast, Post-vance. Shaker can 0 na Dose cannot not nol not spec not spec 

be calculated spec spec 
High.,.,..,_~ (dlule), Foiar, Ground SC/l na Dose cannot not not As needed not spec 15 days 

be calculated spec spec preharvest 
. interval. 

Sol bllncllraobnenl, AI planting, Shak..- can 0 na Dose cannot not not not spec not spec 
be calculated spec spec 

Soltraotment AI planting, Shaker can 0 na Dose cannot not not not spec not spec 
be calculated spec spec 

. 

Spnly, Follor, Alraaft SC/l na DoSe cannot not not As needed not spec t5 days 
be calculated spec spec preharvesl 

inter~al.. 

Spnly, ~stage, Alraaft SC/l na Dose cannot not not As needed not spec 15 days 
be calculated spec spec preharvesl 

interval. 
Spnly, ~g stage, Ground SC/l na Dose cannot not not As needed nol spec 15 days 

be calculated ~pee spec preharvesl 
interval. -- --· 
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APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, in. oieoresln of Capsicum] 

--

SITE Applcallon Type, Application nmlnQ. Application F<><m Mlrllmum Mmdmum Max.# Max.# Min. Interval Restricted Geogrophlc Use Umltatlons 
Equipment Application Rate Application Rate Apps. Apps. Between Apps. Entry llmllutlons also see 

iio .@ MaK. Rate Interval Abbreviations 

Max. 

""'' 
·(Days) (Days) Allowed Disallowed 

Tree Nuts Use Group: Terrestrial Food Crop 

Broadcast, Failor, Alr<:raft D na 61bAiperA not not 7 not spec 7 days 
spec spec preharvesl 

inteJVal .. 

Broadcast, Folor, Ground D na 6bAiperA not not 7 not spec 7 days 
spec spec preharvest 

Interval. ·· 

Balk treatment, Dormant, Hydraulc sprayer SC/l na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B 

Bart< treatment, Failor, HydrauUc sprayer SC/l no Dose Cannot not not not spec not spec Limitations A, 

be calculated spec spec B 

Balk treatment, Postharvest, Hydraulc sprayer SC/l no Dose cannot not not not spec O?lspec l~ationsA, 

be calculated spec spec B 

Balk treatment, Dormant, low volume sprayer SC/l no Dose cannot not not not spec not spec limitations A. 
be calculated spec spec B 

Balk treatment, Folor, low volume sprayer SC/l no Dose cannot not· not . not spec nolspec limitalions A, 

be calculated spec spec B 

Bart< treatment, Postharvest low volume sprayer SC/l no Dose cannot not not· not spec not spec limitations A. 

be calculated spec spec B : 

low votume·epray, Dormant, Alraaft SC/l na Dose cannot not not not spec not spec ltmitations A. 

be calculated spec spec B 

low volume spray, Foliar, Aircraft SC/l no Dose cannot not not not spec nol spec limitations A, 

. be calculated spec spec B 

low volume epray, Postharvest,Airaaft SC/l na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B 

low volume epray, Foliar, Hydraulc sprayer SC/l na Dose cannot not not not spec not spec limitations A, 

be calculated spec spec B 

low volume spray, Dormant, Hydrauic sprayer· SC/l no Dose cannot not not not spec not spec limitations A. 

be calculaled spec spec B 

low volume spray, Posttwvest. Hydraulic SC/l na Dose cannot not nol not spec not spec limitations A, 

sprayer be calculated spec spec B 

- -· 
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APPENotxA- Case 4018, [Capsaicin] Chemical 070701 (Capsaicin, in Oleoresin of Capsicum) 

-

sne Application Type, App~cmton TlmlnQ. Appfk:ation Fmm Minimum Ma•lmum Max.* Ma~~:.- Min. Interval Restrlcled Geographic Use Umltatlons 
Equipment AppNcatlon Rate Appllcal/on Rate Apps. Apps. Between Apps. Entry Limitations also see .. "@Max. Rate Interval AbbreviationS 

Max. 
Rat< 

(Days) {Days) Allowt·l1 Ol!>allowed 

Tree Nuts Use Group: T erreslrial Food Crop . 

Low volume spray, Donnan!, Low volume spn1yer SC/l na Dose cannot not not · not spec not spec limitations A, 
be calctJiated spec spec B 

Low volume spn1y, Follor, Low volume spn1yer SC/L na Dose cannot not not not spec not spec limitatiOns A, 
be calctJialed spec spec B 

Low volume spray, Posttwvest, Low volume SC/L na Dose cannot not not not spec not spec Limitations A. 
sprayer be calculated spec spec B 

Vegetables (Unspeclled) Use Group: Terrest"'l Food Crop 

Bind treatmon~ AI ptontlng. Mechonicol-ule 0 na 2.4 1b AI per A not not not spec not spec 
~ ... spec spec 

Broadcast, Follor, Alraaft 0 na 3.6 lb AI per A not not 7 not spec 7 days "' 
spec spec pn!harvest 

interval. 

Broadcast, -g stage, Alraaft 0 na 3.6 lb AI per A not not 7 not spec 7 days 
spec spec preharvest 

interval. 

Broadc:ast, Failor, Ground 0 na 3.6 lb AI per A not not 7 nolspec 7days 
spec spec preharvesl 

interval. 

Broadc:ast, -g stage, Ground 0 na 3.6 lb AI per A not not 7 not spec 7 days 
spec spec preharvest 

interval. 

Broadcast, Postemergence, Shaker con 0 na Dose cannot not not not spec not spec 

be calculated spec spec . 

High volume spt'IIY (<Mute), Folar, Ground SC/L na Dose cannot not not As needed not spec 15 days 

be calculated spec spec I 
preharvest 
interval. .. 

Sol band treatment, AI ptontlng, Shaker can 0 na Dose cannot not not not spec not spec 

be calculaled spec spec . 

Soli treatment, At plenting, Shske< can 0 na Dosecannol no1 not not spec not spec 

be calculated spec spec 
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APPENDIX A- Case 4018, [Capsaicln)Chemlcal 070701 [Capsaicin, In Oleoresin ~f Capsicum) 
SITE Applcetlon TJPe, AppllcaUon Timing, Apptlcatlon Fa<m Minimum Ma){tmum Ma.•. * Max.,. Mtn. lntervtd Restricted Geographic Use Limitations Equipment . 

Application Rate Application Rate Apps. Apps. Between Apps. Entry Limitations also see 
@ @Max. Rote Interval Abbreviations 

Ma11. 

""'' 
(Days) (Days) Allowed Dl::.<.~lluwed 

Vegetables (Unspecified) Use Group: Terrestrial Food Crop 

stny, Failor, Amall SC/l na Dose cannot not not As needed not spec 15 days 
be calculated spec spec preharvest 

interval. 
Spfay, Sedlg stage, Aircraft SC/l no Dose cannot not not As needed not spec t5 days 

be calculated spec spec preharvesl 
intetval. 

stny, s.idng stage, Ground SC/l na Oosecannol not not As needed not spec 15 days 
be calculated spec spec preharvest 

I 
interval. 

NONFOOD/NONFEED USES 

Omomental Hetbaceous Plants Use Groups: Terrestrial Non-Food Crop and Outdoor Residential . 

stny, Falor, Amall SC/l na Dose cannot not not As needed not spec 
be calculated spec spec 

Spnay, Falor, Ground SC/l' na Dose cannot not not As needed not spec 
be calculated spec spec 

Omomental Woody Slwbs and Vines Use Groups: Terrestrial Non-Food Crop and OUtdoor Residential 

Bark treatment, Falor, Hydnlulc sprayer SC/l na Dose cannot not not not spec not spec limitations A,, 
be calculated spec spec B 

Bark treotmenl, Folor, Low v«**me sprayer SC/l na Dose cannot not 1 -not not spec nol spec limilaUons A, 
be calculated spec spec B 

Low voklme spray, Folor, Amall SC/L na Dose cannot not- not not spec riot spec limitations A, 
be calculated spec spec . B 

Low voklme spray, Falor, Hydraulc sprayer SC/L na Dose cannot not not not spec not spec limitations A, 
be calculated spec spec B 

Spra~Foiar,Ground SC/L na Dose cannot not not not spec not spec . 

be calculated spec spec 

low volume spray, Folar, low volume sprayer SC/L . na· Dose cannot not not not spec not spec limitations A, 
be calculated spec spec B 
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. APPENDIX A- Case 4018, [Capsaicin] Chemical 070701 [Capsaicin, In Oleoresin of Capsicum] 

SITE Applcatlon Type, Applcatlon Tlmlng, Application f<><m Minimum Ma•lmum Ma11." Ma11. * Min. Interval Restricted Geoqmphlc Use Umnatlons Equipment Application Rate Application Rete Apps. Apps. Between Apps. Entry llmllutlons also see 
@ @ MaJC. Rate Interval Abbreviations 

Ma• I. 
Rat• 

(Days) (Days) Allowed IJr·,.ollowcd 

em.nen1a1 WO<)dy Shrubs and Vines Use Groops: Terrestrial Non-Food Clop and OUtdoO< Residential 
. 

Spray, Foliar, Aircraft SC/l na Dose cannot not not As needed nol spec 
be calculated spec spec 

Omornelal end/or Shlde Trees Use Groops: T erreslrial Non-Food Crop and OutdOO< Residential 

Bark lreltment, Follor, Hydroulc sproyer SC/l na Dose cannot not not not spec not spec limitations A, 
be calculated spec spec B 

Bark lreltment, Follor, low volume sprayer SC/l ns Dose cannot not not not spec nol spec Limitations A, 
be calculated spec spec B 

low volume -y. Follor, Aircraft SC/l ns Dose cannot not not not spec not spec limitations A. 
be calculated spec spec B 

low volume -· Follor, Hydroulc apntyer SC/l ne Dose cannot not not not spec nol spec Umitalion:!!,A. I be calculaled spec spec B 

low volume -· Folar, low volume apntyer SC/l ne Dose cannot not not not spec nol spec limitations A, 
be calculated spec spec B 

Household/DomeallcOwellngs Contents Use Group: lndOO< Residential 

Spnnltle, When .-. Equipment not on label 0 na Dose cannot not not t.5 not spec 
be calculated spec spec 

Household/DomesllcDwellngs Indoor Premises Use Group: lndoO< Residential . 

Conllclond/or aurfllcelreltment, When needed, SC/l na Oosecannol not not As needed not spec 
Pump apnty bollia be calculated spec spec 

Household/DomeatlcOwellngs OUtdoor Premises Use Group: OUtdoor Residential . 

Outdoor general surface treatment, When SC/l na Dose cannot not not As needed not spec 

needed, Pump - boltte be calculated spec spec 

Humans (Animal Attack Preventative) (VOIIabrate Pest Control) Use Group: Indoor Residential 

Directed-· When needed, Aerosol can PRl . na Dose cannot not not not spec nol spec 
be calculated spec spec 

. 27 



Abbreviations used 
. Header. 

Fonn: 
Rote: 
Limitations: 

mu.•maxlmum; mlncmlnlmum; apps=applcatlons; nol spec=not specified: na=not applicable 
D•dust; SC/l•oolubla concentrate/liquid PRL•pressurlzed Hquid 
ol-actlvelngre<!!ent; A=acre 
Limitation A • Do not apply through any type ollnlgatlon system 

Limitation 8 • Do not use treated tollage lor animal bedding or feed. 
Limitation C • Do not apply after edible parts start to lonn. 

• 

• 
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APPENDIXB 

Generic Data Requirements for Reregistration of Capsaicin 
Data Citations Supporting Reregistration 

11 
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GUIDE TO APPENDIX B 

Appendix B contains listings of data requirements which support the reregistration for 
the pesticide covered by this Reregistration Eligibility Document. 

Appendix B contains generic data requirements th'lt apply to the pesticide in all 
products, including data requirements for which a "typical formulation" is the test substance. 

The data table are generally organized according to the following format: 

1. Data Reg_yjrement (Column 1). The data requirements are listed in the order 
in which they appear in 40 CFR Part 158. The reference numbers accompanying each test 
refer to the test protocols set out in the Pesticide Assessment Guidelines, which are available 
from the National Technical Information Service, 5285 Port Royal Road, Springfield, VA 
22161. 

2. Use Pattern (Column 2). This column indicates the use patterns to which the 
data requirement applies. The following letter designations are used for the given use 
patterns: 

A Terrestrial food 
K Residential outdoor 
0 Residential indoor 

Any other designations will be defined in a footnote to the table. 

3. Bibliographic citation (Column 3). If the Agency has acCeptable data in its 
files, this column lists the identifying number of each study. This normally is the Master 
Record Identification (MRID) number, but may be a GS number if no MRID number has 
been assigned. Refer to the Bibliography Appendices for a complete citation of the study. 
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GUIDELINE 
CITATION 

Product Chemist!)' 

1518-10 

1518-11 

1518-12 

1518-13 

1518-15 

1518-16 

APPENDIX 8 

GENERIC DATA REQUIREMENTS FOR REREGISTRATION OF CAPSAICIN 
AND DATA CITATIONS SUPPORTING REREGISTRATION 

TITLE OF 
STUDY 

PJ:oduct Identification 

Manufacturing Process 

Discussion of Fonnulation 
of Unintentional Ingredients 

Analysis of Samples 

Certification of Limits 

Analytical Methods 

USE PATTERNS 8ffiLIOGRAPHIC 
CITATION 

AKO Data were obtained from the most recent 
confidential statements of fonnula for . 
registered products. 

AKO 

AKO 

AKO 

AKO 

AKO 

I Infonnation was obtained from internal files and documents. 

• 

•' 



GUIDELINE 
CITATION 

APPENDIX B 

GENERIC DATA REQUIREMENTS FOR REREGISTRATION OF CAPSAICIN 
AND DATA CITATIONS SUPPORTING REREGISTRATION 

TITLE OF USE PATTERNS BIBLIOGRAPHIC 
STUDY CITATION 

, Product Chemisuy (continued) 

151B-17(a) Color AKO 

151B-17(b) Physical State AKO 

151B-17(c) Odor AKO . 
151B-17(e) Boiling Point AKO 

151B-17(t) Density or Specific Gravity AKO 

151B-17(g) Solubility AKO 

151B-17(h) Vapor Pressure AKO 

151B-17(i) Ph AKO 

1518-17(j) Stability AKO 

151B-17(k) Flammability AKO Not applicable 

1518-17(1) Storage Stability AKO 

151B-17(m) Viscosity AKO Waivctl 

• 

-



GUIDELINE 
CITATION 

lSlB-l7(n) 

lSIB-l7(o) 

lSlB-l7(p) 

w 

APPENDIX B 

GENERIC DATA REQUIREMENTS FOR REREGISTRATION OF CAPSAICIN AND DATA CITATIONS SUPPORTING REREGISTRATION 

TITLE OF USE PATTERNS BffiLIOGRAPIIIC STUDY CITATION 

Miscibility AKO Waived 

Corrosion Characteristics AKO Waived 

Octanoi/HP Partition AKO Waived 
Coefficient 

• 

• 



GUIDELINE 
CITATION 

Ecological Effects 

154-6 

.· 154-7 

154-8 

154-9 

APPENDIX B 

GENERIC DATA REQUIREMENTS FOR REREGISTRATION OF CAPSAICIN 
AND DATA CITATIONS SUPPORTING REREGISTRATION 

TITLE OF 
STIJDY 

·Avian Acute Oral 

Avian Dietary 

Freshwater Fish LC50 

Freshwater Invertebrate 
LC50 

USE PATTERNS 

AKo 

AKO 

AKO 

AKO 

BIBLIOGRAPIIIC 
CITATION 

Waived 

Waived 

Waived 

Waived 

• 

• 

• 
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GUIDELINE 
CITATION 

APPENDIX 8 

GENERIC DATA REQUIREMENTS FOR REREGISTRATION OF CAPSAICIN 
AND DATA CITATIONS SUPPORTING REREGISTRATION 

TITLE OF 
STUDY 

USE PATTERNS BffiLIOGRAPIIIC 
CITATION 

Environmental Fate ----

Data requirements do not apply since ecological effects data are waived. 

E'1 

" 



GUIDELINE 
CITATION 

Toxicology: 

1528-10 

1528-11 

1528-12 

1528-13 

1528cl4 

1528-15 

1528-16 

1528-18 

APPENDIX B 

GENERIC DATA REQUIREMENTS FOR REREGISTRATION OF CAPSAICIN 
AND DATA CITATIONS SUPPORTING REREGISTRATION 

TITLE OF USE PATTERNS BffiLIOGRAPIIIC 
STUDY CITATION 

Acute Oral Toxicity AKO Waived 

Acute Dermal Toxicity AKO Waived 

Acute Inhalation AKO Waived 

Primary Eye Irritation AKO Waived 

Primary Dermal Irritation AKO Waived 

Dermal Sensitization AKO Waived 

Hypersensitivity• AKO Waived 

Immunotoxicity AKO Waived 

• 

• 
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GUIDELINE 
CITATION 

1528-20 

1528-21 

1528-22 

i528-23 

1528-17 

APPENDIX B 

GENERIC DATA REQUIREMENTS FOR REREGISTRATION OF CAPSAICIN 
AND DATA CITATIONS SUPPORTING REREGISTRATION 

TITLE OF 
STUDY 

90-Day Feeding (I Species) 

90-Day Dermal-Rat 

90-Day Inhalation-Rat 

Teratogenicity (I Species) 

Mutagenicity (Ames) 

USE PATTERNS BffiLIOGRAPIIIC 
CITATION 

AKO Waived 

AKO Waived 

AKO Waived 

AKO Waived 

AKO Waived 

• 

" 
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APPENDIX C 

Citations Considered to be Part of the Data Base 
Supporting the Reregistration of Capsaicin 



OFFICE OF PESTICIDE PROGRAMS 
REREGISTRATION EUGIBIUTY DOCUMENT 

BIBUOGRAPHY 

Chemical Name: Capsaicin 

l. Letter from J. Gordon Dixcn, ARI, dated December 1991, providing a description of the 
manufacturing process, including composition and purity of starting and intermediate materials: 
a complete list of the names and amounts of ingredients in the products; physical and chemical 
properties, descriptions of analytical methods used to determine the identity and concentrations 
of active ingredients and impurities, in sufficient detail to permit repetition and validation of 
those methods; results o analytical procedures including raw data; and a theoretical discussion 
of the impurities which may be sent in the product--e.g., unreacted starting materials or products 
formed by degradation of tbe.active ingredient and the reasons why such impurities might not 
be present in the product. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

CFFICE OF 
PR NOTICB t1- 2 PESTICilES AND TOXIC 

IUBSTANCES 

NOTICE TO MANUFACTURERS, PRODUCERS, FORMUIATORS, 
AND REGISTRANTS OF PESTICIDES 

ATTENTION: Persons Responsible for· Federal Registration of 
Pesticide Products. 

SUBJECT: Accuracy of Stated Percentages for-Ingredients 
Statement 

I. PURPOSE: 
The purpose of this notice is to clarify the Office of 

Pesticide Program's policy with respect to the statement of 
percentages in a pesticide's label's ingredient statement. 
Specifically, the amount (percent by weight) of ingredient(s) 
specified in the ingreciient statement on the label mu·st be stated 
as the nominal concentration of such ingredient(&), as that term is 
defined in 40 CFR 158.153(i). Accordingly, the Agency has 
established the nomina·l concentration as the only acceptable label. 
claim for the amount of active ingredient in the product. 

II. BACKGROUND 

For some time the Agency has accepted two different methods of 
identifying on the label what . ·percentage is claimed for the 
ingredient(s) contained in a pesticide. some appliC:ants claimed a 
percentage which represented a level between the upper and the 
lower certified limits. This was refe.rred to as the nominal 
concentration. Other applicants claimed the lower limit as the 
percentage of the ingredient(&) that would be expected to be 
present in their product at the end of the product's shelf-life. 
Unfortunately, this led to a great deal of confusion among the 
regulated industry, the regulators, and the consumers as to. exactly 
how much of a given ingredient was in a given product. The Agency 
has established the nominal concentration as the only acceptable 
label claim for the amount of active ingredient in the product. · 

current regulations require that the percentage l!.ted in the 
active ingrecUent statement be as precise as possible reflecting 
good manufacturing practices 40 CFR 1S6.10(g) (S). The certified 
limits· required for each active ingredient are intended to 
encompass any such "good manufacturing practice" variations 40 CFR 
158.175(c) (3). 



I 

2. 

The upper and lower certified limits, which must be proposed in 
connection with a product's reqistration, represent the.amount~-"Of 
.an-inqredient that may leqally be prese:-~t 4o CFR 158.175. The lower 
certified limit is used as the enforceable lower limit for the 
product composition accordinq to FIFRA section 12(a) (1)(C), while 
the nominal concentration appearinq on the label would be the 
routinely achieved concentration used for calculation of dosaqes 
and dilutions. 

The nominal concentration would in fact state the qreatest 
deqree of accuraCy that is warranted with respect to actual product 
composition because the nominal concentration would be the amount 
of active inqredient typically found in the product. 

It is important for reqistrants to note that certified limits 
for active inqredients are not considered to be trade secret 
information under FIFRA section 10(b). In this respect the 
certified limits will be routinely provided by EPA to States for 
enforcement purposes, since the nominal concentration appearinq on 
the label may not represent the enforceable composition for 
purposes of section 12(a)(1)(C). 

III. REQUIREMENTS 

As described ·below under Unit V. • COMPLIANCE SCHEDULE," all 
currently reqistere~ products as well as all applications for new 
reqistrationmust comply with this Notice by specifyinq the nominal 
concentration expressed as a percentaqe by weiqht as the label 
claim .in the inqredient(s) statement and equivalence statements if 
applicable (e.q., elemental arsenic, metallic zinc, salt of an 
acid). In addition, the requirement for performinq sample analyses 
of five or more representative samples must be fulfilled. Copies of 
.the raw analytical- data must be submitted with the nominal 
inqredient label claim. Further 'information about the analysis 
requirement may be found in the 40 CFR 158.170. All products are 
required to provide certified limits for each active, inert 
inqredient, impurities of toxicoloqical aiqnificance(i.e., upper 
limit(s) only).and on a case by case basis as specified by EPA. 
These limits are to be set baaed on-~preaentative aaapling and 
chemical analysis ( 1. e., quality control) of the product. 

The format.of the inqredient statement must conform to 40 CFR 
156-Labelinq Requirements For Pesticides and Devices. 

After July 1, 1!197, all pesticide ingredient atat .. enta auat 
be ch&n9ed to noainal conC81ltration. 
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3. 

•· 
IV. PRODUCTS THAT REQUIRE EFFICACY DATA 

· All pesticides are required to be efficacious. Therefore, the certified lower limits may not be lower then the minimum level to achieve efficacy •. This is extremely important tor products which are intended to control pests which threaten the public 1'1ealth, e.q., certain antimicrobial and rodenticide products. Rater to 40 C~"R 158.640. 

In those cases where etticacy limits have been established, the Aqency will not accept certified lower limits which are below that level tor the shalt lite ot the product. 

V. COMPLIANCE SCHEDULE 

As described earlier, the purpose ot this Notice is to make the reqistration process more uniform and more manaqeable tor both the aqency and the requlated community. It is the Aqency•s · intention to implement the requir-ents ot this notice as smoothly· as possible so as not·to'disrupt or delay the Aqency's hiqh priority proqrams, i.e., rereqistration, new chemical, or tast track (FIFRA section 3 (c) (3) (8). Therefore, ·· applicants/reqistrants are expected to comply with the requirements ot this Notice as follows: 

(1) Beqinninq July 1, 1991, al.l new product 
reqistrations submitted to the Aqency 
are to comply with the requirements ot this 
Notice. 

(2) Reqistrants havinq products subject to 
rereqistration under FIFRA section 4(a) are to 
comply with the requirements ot this Notice when 
specific products are called in by the Aqency 
under Phase V ot the Rere~istration Proqram. 

(3) All other products/applications that are. 
not subject to (1) and (2) above will have until 
July 1, 1997, to comply with this Notice. 
Such applications should note •conversion 
to Nominal concentration• on the application 
tor.. These types ot aaencblents will not be 
handled as •Fast Track• applications but 
will be handled as routine requests. 

VI. FOR fUR'lH!R INFORMATION 

contact Tyrone Aiken tor infor.ation or questions concerninq this notice on (703) 557-5024. 

-c£ · ~- di..- M"(r 
Anne 1. IJ.ndsay, o!;;ctor 
Reqi•tration Division (H-7505 
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United !:;tiltC~ Environmental Protection Agency ForM Approved 

Washinqton, o. c. 204GO OMB No. 2070-0107 

DATA CALL-IN RESPONSE Approval Expires 12-31-92 

INSTRUCTIONS: Please type or print in ink. P\eao;;e read carefully the a_ttachf!d instructions and supply the infor~tion requested on this form. 

U<>(" additional shed(<>) if ner('<;_<>ary. 

1. C~ny nam(' and Addrf'•;o.; 2. Case I and Name ]. Date and Type of DCI. 

ARI, INC. 4018 Capsaicin PRODUCT SPECIFIC 

BOX 999 
GRIFFIN GA J0224 

4. EPA Product S. I ..,i<;h to 6. Ge-neric Data 7. Product Specific Data 

Re-gistration cancel this 6a. I am claim1mg a Generic 6b_ I agree to satisfy Generic 7a. My product is a MUP and 7b. My product is an EUP and 

product regis· Data Elt~•tion bccau<>e I Data requirements as indicated I agree to satisfy the MUP I agree to satisfy the EUP 

tration voltr~· obtain the activC' ingrediPnt on the attac~ed form entitled requir~nts on the attached -r~i retnenfs on the attached 

tari ly. from the source EPA regi~- "Requirements Status and forM entitled "RequireMents forM entitled "R~ire.ents 

tration number listed below. Registrant's Response." Status and Registrant's Status and Registrant's 

Response. II Response.• . 
7754-38 N.A. N.A. 

-

8. CC'fl if icat ion 9. Date 

I certify that t~e st<llf'nlf>nts m."ldc on this form and al.l attadmw:-rits are truC', accurate, and c~lete. 

I acknowledge that ;my ~rmw111gly false or mislrading statement ."''lY be punishablC' by finC', irlfjrisonnent 

or both under ajJPitrahlr· lilW. 

Signature and lltl(" of Coupany•s AuthorizC'd Repr("sentiltive 

10. HOIIM' of Compa11y [otllar t 11. Phone Number 

-- --

.. • 
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-~- -- ------ .. ------------------ ------------ ---- ---
Unitrd ~;ti1tCS Environmental Protection Agency F onw Approved 

Washington, u. c. 20460 OMB No. 2070·0107 

RF.QUIRI':HF.N1'S STATUS AND REGISTRANT'S RESPONSE Approval EMpires 12·31-92 

INSTRUCTIONS: P\~as~ typP or print in ink. Please read carefully the att~ched instructions and supply the inforMation r~sted on this forM. 

u~r additional shrrr(s) if"necrssary. 

1. (ontJany name and Addrcs-. · 2. Case I and Name l. Date and Type of DCI 

ARI, INC. ·4018 Capsaicin PRODUCT SPECIFIC 

BOX 999 ID# 7754-RD-2292 

GRIFFIN GA )0224 EPA Reg. No. 7754-38 

4. Guidt'l ill(" S. Study Title • Progress 6. Use 7. Test a. fi• 9. legtStrent 0 
Rl'quirt:'fll('nt ' Reports Pattr.-n Substance fr- Response 

0' ....... , c 
0 1 2 l 
l 

Prod ~"' - Bioch.:.ical 
. 

1518-10 Produc:t identity ABC K 0 EP 8 mos. 
151B-11 Manufacturing proc6s ( 1) ABC K OEP 8 mos. 
151B-12 Disc4ssion of formation of (2) ABC K 0 EP. 8 mos. 

' unUntent ional ingrdients 

1518-13 A~~tysis of samples Ill ABC K 0 EP 8 mos. 
151B-15 Cerl if icat ion of limits ABC K 0 EP" 8 mos. 
1516-16 ~natVtical ~thods ABC K 0 EP 8 mos. 
151B-17 (b) Physical state ABC K 0 EP 8 mos. 
151B-17(f) Density ABC K 0 EP 8 mos. 
151D-17(i) pH (6) ABC K 0 EP 8 mos. 
151B-17(l) Storaqc stability ABC K 0 EP 8 mos. 
151D-17(m) Vi!;r:osity (8) ABC K 0 EP 8 mos. 
151D-17(n) Hio.;r 1hi I ity (9) ABC K 0 EP 8 mos. 
151B-17(o) Corro<>ion characteristics 

I 
ABC K 0 EP 8 mos. 

10. Certification 11. Date 
I certify that the stat~nts ~de on this form and all attachments are true, accurate, and complete. 
I acknowledge that any knowingly false or misleading sta.tement may be punishable by fine i_,risorwnent 
or both tnder ~ppl icabl,. law. ' 

Signature and litle of,Ctllllpany•S ~uthorizcd Repres.cntative 

12. Name of CO!Tfl<lny Cont.1c I 13. Phone Number 

• 
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United :a. a tf'!"i Environmental Protection Agency Form Approved 

Washington, D. c. 20460 
OMB No. 2070-0107 

REQIJIRt:MENTS STATUS AND_ REGISTRANT'S RESPONSE 
Approval Expires 12·31·92 

I~STRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this for•. 
use additional she('t(s) r f rwcC'so.;Olry. 

1. C~ny n:tmro and Addr('ss 2. case I and Name 3. Date and Type of OCI 

ARI, INC. 4018 Capsaicin PRODUCT SPECIFic 
!lOX 999 ID# 7754-RD-2292 
GRIFFIN GA ]0224 EPA Reg. No. 7754-38 

4. Guide! ine 'J. Study Title 
R Progress 6. Use 7. Test a. Time 9. Registrant 0 

Requirement I Reports Pattern Substance frame llesponse 0 
Nuobc• c 

0 I 2 l 
f-- l 

~utc Toxic · Biochr.ical 

152B-l3 Pri~ry eye irritation ABC K 0 EP 8 mos. 
152B-14 Primotry dermal irritation ABC K 0 EP 8 mos. 
152B-16 Hypersensitivity incidents (5) ABC K OEP 8 mos. 

• 
Efficocy · lnvertt'brate Control A!ft"!!t!; 

~~~i .. ~f:>S rrc"~t.O..ts 
95-11 L01boratory "efficacy -(I ,56) K M 0 EP 8 mos. 

e·,atuation 

f_l ~_ir."K.Y - Vertt'bratc Control Agmts 

96-6 Avli"ln rl'pellents (t) ABC K EP 8 mos. 
96-11 RodPnt icidl's in orchards ( t) ABC K EP 8 ltiOS. 9_6-18 O!Nlll'st ic dog and cat ( t) ABC K EP 8 mos. 

I"Pf.X'IIt>nts 
96-19 Rr oW.:;ing ani1nal repellents (1) ABC JK EP 8 mos. 

I 

Initial to indicate Ct'rtlfir<~tlon as to inform.ltion on this P•"~9C' Date (full tc11t of Cl'rtlfiratwn p; on pagt' on('>. 

-

Ll 



ljl 

ll H A T c. n I' y 

llnit<'d ~;t.ot<'s EnvironmPntill l'rotection Agency 
Wilshington, U. C. 20460 

l'OO'J'NO'J'F:S AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 capsaicin 

Paqe of 2 
-----, 

lry: MP = rnanufartuf inq-u"r product; (P = l'nd·w.l' product; providrd fotltiJiator~ purchas~ th~ir activ~ ingredi.nt(s) fra.. a reogist~red sourc~, they need not .aft or cite 
dala pt>rtaining to lhe pJrrhi'lo;f'd prcduct.(NOIE: If a product is a 100 ~rc~t r~paclr:ag~ of anoth•r r~gistued prrxUct that is p.~rchased. and WIY use for the procla:t don 
nol diffl'r from thoo;~ of thr purthi'lo;rd and rrgi~t~r~ source, users ar~ not subj~t to any data rrquiremPntS identified in the tabl~s.); TEP: typtc•l end-use ~oduct; 
HiAI =technical grariC' of lhC' arlive ingredit>nt; PAl ="pure" activ~ ingrediMt; PAIRA ="pure" active ingredient, rediol~led. 

U"~ Cat~rirs kry: 

• Jrrrt"~lril'll foOO crop • lerrl.'<;trial food ff'ed crop c Terre~trial nonfood crop 0 Aquatic food crop E Acwu-t t c nonfood outdoor 
f Aquatic nonfood lnfluo,;lfli'll G A(~nt1c nonfood residl'ntial " Greenhow.e food crop I Grernhouu nonfood crop J Forestry 

• Rr"idf"nt 1;'1l outdoor l Indoor food • Indoor nonfood • Indoor Medical 0 l..toor resldentlol 

Footnotes: llhl" followinq nott'o; ar~t rrfrrencrd in coiUI'I't lwo ('5. Study litl~t) of the REQUIREMUYS SJAYUS AND ltEGISTRANJ'S RESPONSE f0f1111.) 

Prod Chc. Bioch«Wiul 

If en t'ltpc>rifllf'nl;tl usf" pt>rMit is be-ing sought, a §Chf'ftllltic diagr~~~n and/or de-scription of the ""'""'facturing proc:~ss Nilt suffice if the pe-sticide i1 not •lreect, undtr 
, full se-al r produc-t ion. 

2 If the prod.~et io,; nol alrrndy undt'r full seal~ production •nd an e11peorhnental use per111it is ~jng sought, a discussion of i~iti~s 1hll bt a&Ditted to the e1tent 
this informal ion is avni lnhl'l", 

3 R«-quirt'd to ""lJflflOrt r-l"qi"lrltf ion of •ech lllllnufacturirMJ·tr..e product and end ~• products produced by an inte-grated· for~~a~lation systm. Det• on other end-uae ~od.lcta 
Nilt ~ rf"qUir~ on a case·br·case be"is. For·pesticides in the production stage, e rudi-.nt•ry product enelytical Method and deta will suffice to support en 
experi~ntal u~r ~rmit. · 

6 Required if IPst o;ubo;tanct' is di"Pf>rsiblr with water. 
8 bqui red if prodoct is a I i«f-lid. 
9 Required if product i~ an t"'IJIIsifioble I iquid and is to be diluted with petrolt'llll solv~tnts. 

Acute Toxic - Bioch«Wical 

'5 Incidents ll'l.lc;t hi:- rrpnrtNI, if thry occur. 

Efficacy - ln¥rrt~ate Control Agpnts 

lhe agency has waivrd ;til r~1ir~ts to subMit efficacy data for invertf'brate control agents for nonpublic health uses. HDWl'ver, each registrant .ust ensure 
through trsting that hio; pndxto; art' efficacious when used in accordanc~ with label directions and c~ly accepted pest control practices. The registrent -t 
develop and ~inti'lin thr rrl~vant dale upon which the detl.'rMination of efficacy is basPd. Jhe Agf'ncy rt'serves the right to r~ire, on • cese-by-c•se bests (e.g., 
significant" llf'w IN''> 01 hf"nrfits data in cases of ~pecial revi•ws) s..U.is"ion of efficacy data for any ~sticidr product, regist•red or proposed for registr•tlon 
when fll't:c-so;My. 

56 Availablr dara on thr ino,;f"ctiridal pro~rtil"S of products containing Capsaicin indiutM that tht'se pr<d.Jcts r~ll. Registrants that IMke label 
cia ims of "k 1111 nq" wi II nef'd to submi I or cite. data. In I ieu of s'ubni t1 ing or citing data registrants have the opt ion to change the I abe> I claiM from kJII•nq" .to "rf"porlling". · . 
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D H II F 'I' C 0 I' Y 

llnileU ~tatt·:..; Lnvironmenlul l'rotection Agency 
Wac;IJinqton, D. C. 20460 

FOOTNOTES liND KEY m:l'J Nll'l'IONS FOR GUIDELINE lli'QUIREMENTS 

Case I and Name: 4018 Capsaicin 

Footnotes (cont.): 

Uflc:acy - Vertebnte Control ~gents 

I' .l <J.~ ... 2 {) J 

lhe agency has waiv~ all rrquiremcnts to ~ul~it efficacy data for vertebrate control agents unless the pesticide product ~ars a ctai• to control vertebrates (such 

as rodents, birds, bats, c•nids, and skunks) that may directly or indirectly transmit diseases to humans. However, each registrant .ust ensure through testing that 

hia ~oducts are efficacio~s when usrd in accordance with label directi~1s and commcnly accepted pest control prlctice~. The registrant .ust drvelop and .. intain 

th• relev~t data upon whi~h the deter•inatioh of efficacy is ba~ed. The Agency reserves the right to require, on • c•se·by·cese ~sis (e.g •• algnlflcant new uses 

or benefits d•t~ ~~ases of .~E!cial reviews) submission of ef.ficacy data for any pesticide product, registered or proposed for regislr•tion when necessery. 

lhe Agency h•s deter~i~ •hat s~nission of efficacy dat• is required to· support the cl•ims ~for products claiMed to repel verte~ate eni .. ts. 

-

• 

l 
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United !;tiltcs Environmental Protect1on Agency For• Approved 

Washington, D. C. 20460 0108 No. 2070-010T 

DATA CALL-IN RESPONSE ._ovol hpires 12·11·92 

INSTRUCTIONS: Ptea~e type or print in ink. Please read carefully the attached instructions and supply the inforMation requested on this for•. 

Usc additional shc~t(s) if nrcr~~ary. 

1. c~ny name and Acktrcs<> 2. Case M and Name l. Date d Type Of DCI 

CIIAMPON'S 100% N/ITURAL PRODUCTS, INC 4018 Capsaicin PRODUCT SPECIFIC 

2706 N.W. 91ST AVE 
CORAL SPRINGS FL JJ065 

4. £PA Product S. 1 wish to 6. Generic Data 7. Prodlct SpKific Date 

Registration cancel this 6a. 1 am claimimg a Generic 6b. 1 agree to satisfy Generic 7a. My product is a MUP end 1b. My product is .n EUP .,., 

product regis- Data Exemption because I Data requir~ts as indicated I agree 'o satisfy the NUP I .gree to satisfy the EUP 

tration volun- obtain the active ingredient on the attached for• entitled require.ents on the attach~ requir~ts on the attached 

_tarily. from the ~ource EPA regis· "'Requir~ts Status and forRI entitled •tequir~ts foMI entitled •Recf.!ir~ts 

tration number listed below. Registrant's Response.• Status end Registrant's Status and Registrant's 

Response.• Response.• 

61966-2 N.A. N.A. 

" 

. 

8. Certification 9
• Date 

I certify that the ~tatNments made on thi~ form and all attachments are tr~. accurate, and complete. 

I acknowledge that ;,ny knm.11ngly false or misleadtng stat('fll("nt rnay be punishable by fine, i~risonment 

or both under appllr,"lhlP law. 

Signature ard litle of Crorup;my•s Authorized Representative 

10. Name of COillJ."lny Contilfl 11. Phone NU!ber 
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UnitPU !>ta tcs Environmental Protection Agency f ann Approved 

Washington, u. c. 20460 
~ No. 2070-0107 

RgQUIREMENTS STATUS AND REGISTRANT'S RESPONSE Approval Expires 12~31-92 

INSTRUCTIONS: Pt~ase type or pr1nt in ink. Please read carefully the attached instructions and supply the information requested on this for•. 
Usc additional shcct(s) if. nccl'ssary. 

1. C~ny niVftf' and Address 2. Case I and Name 3. Date end Type of OCJ 

CHAMPON'S 100% NATURAL PRODUCTS, INC 4018 Capsaicin PRODUCT SPECIFIC 
2706 N.W. 91ST 1\VE IDI 61966-RD-2298 
CORAL SPRINGS FL 33065 EPA Reg. No. 61966-2 

4. Guideline S. Study Title 
R Progress 6. Use 7. Test 8. Ti• 9. legistrent 0 

RrquirciiK'nt l Reports Pattern SWstanc:e ,, ... lesponse 
0 

""""'' c 
0 l z J 
l 

Pr~r:- - Biochc:wical 

151B-10 Product idcnt i ty ABC K 0 EP 8 mos. 
151B-ll "anufacturing process ( l) ABC K 0 EP 8 mos. 
151B-12 Discussion of for.ation of !Zl ABC K 0 EP 8 mos. 

- "ununtcntional ingrdients 
151B-13 An.1lysis of sa""tes (J) ABC K 0 EP 8 mos. 
151B-15 Cf"rtificoltion of limits ABC K 0 EP 8 mos. 
151B-16 Analytical methods ABC K 0 EP 8 mos.o 
151B-17(b) flhpiical state ABC K 0 EP 8 mos. 
151B-17(f) D<"l•·:ity ABC K 0 EP . 8 mos. 
151B-17(i) 

"" 
(6) ABC K 0 EP 8 mos. 

15111 I 7 ( 1) Storilqe stability ABC K 0 EP 8 mos. 
151B-17(m) Visro:-.ity (8) ABC K 0 EP 8 mos. 
15JB-17(n) Mi~cihility (9) ABC K 0 EP 8 mos. 
151B-17(o) Corrosion characteristics ABC K 0 EP 8 mos. 

10. Certification 11. Date 
I certify that thf" st~t~nts mad~ on this form and all attachments are true. accurate, and complete. 
I acknowledg~ that any know1ngly false or misleading statement may be punishable by fine, imprisonment 
or both under .1ppl1f.1hiC' law., 

Signature and li·tlr of COI!flany's Authoriled Representati\IE' 

12. Name of (OiliJI•lfly-(:ont,lct 
13. Phone Number 

--

lll 
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United StiltCS Environmental Protection Agency 
' 

Fon1 Approved 

Washington, D. c. 20460 OM8 No. 2070·0107 

REQUIR~:MENTS STATUS AND REGISTRANT'S RESPONSE Approval Expires 12-11·92 

I~STRUCTIONS: Please ty~ or print iO ink. Please read carefully the attached instructions and supply the information r~sted on this fon.. 

U~r adHitional she~t(s) if nrcr~~ary. 

1. COO{)any name and Address 2. Case I and Name ]. Date and Type of DC~ 

CHAMPON'S 100% NATURAL PRODUCTS, INC 4018 capsaicin PRODUCT SPECIFIC 

2706 N. W. 91ST AVE ID# 61966-RD-2298 

CORAL SPRINGS FL JJ065 EPA Reg. No. 61966-2 

4. Guick>l ine '). Sluriy Title • Progress 6. Use 7. Test a. Tl• 9. legjstrMlt 0 

Requireml'nt I Reports Pattern SlAlstance Fr- Response 
0 

N...t>er c 
' 

. 
0 1 2 l 
l 

Acute Toxic · liocheaical 
-

152B-1J PriMary eye.irritation ABC K 0 EP 8 mos. 
152B-14 Pri""'ry dermal irritation ABC K 0 EP B mos. 
152B-16 Hypersensitivity i•" ~nts (5) ABC K 0 EP 8 mos. 

.. 
Effic~_Y. • lnvt!rtebratt!' Control Agents 

~.,.is~ Treat~ts 

95-11 laboratory efficacy (1.56) K M 0 EP 8 mos. 
t>valuotion 

H!!~.!~Y - · v~.-h·brat~ Control Agents 

96-6 Avinn rt>pel Ients (1) ABC K EP 8 mos. 
96-11 RodC'nt icide\'1. in orchards (1) ABC K EP 8 mos. 
96-18 001J1f'~tic dog and cat (1) ABC K EP 8 mos. 

rf'pcl tents 

96-19 Browsing aniMal re~llents (I) ABC JK EP 8 mos. 

Initial to indicate rr·•ltlication as to inforrnation on this p. .. ge 
(full tt"xt of u·rtlf•rMinn is on paqe one), 

Date 

--

• 
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IJn it Pd ~;t,-lLPs EnvironmPnt.<ll Protection Agency 
W~~hington, II. C. ~0460 

FOOTNO'rF.S liND KF.Y DF.FJNJI'rJONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

Page 1 of· 2 

K..y: Mr = m.-.nufa~tudnq·uo;;.r r1oduot; £P = cnci-usl' prOduct; providf'd fonrulator!> purchase their active ingrf'dimt(s) frOM a registered source, they ne-ed not sublft or ctte 
data pertaining to thr purchac;f'd produc:t.INOIE: If a product is a 100 pe-rcent repackage o(·anothPr registeriled prodJc:t that is purchasled, and any use for the proclJct does 
not difff'r from thoo;;.r of "thr punhao;;.l'd and rl'gistf'r~ sourct-, ustors are not" subject to anv data rrquirf'ftlents i~tified in the tables.); YEP= typical end-use prodJc:t; 
TGAI = ted1nital grad<' of thr. a~l_ivP ingn~dil'nt; PAl = "purP" active ingredient; PAUlA-= "purt'" active ingrediMt, radiol~led. 

Usr CAt~rirs Kry: 

• fPIT('Sfl ial food crop • lrrr .. strial food fel"d crop [ ferrestrial nonfood crop 0 A'f'8t ic food crop E Aquatic nonfood_..,_,. 

' AqtJ."It ic nonfood lndu->11" ial G Aquatic nonfood rf'<>ident ial • Greenhou!>e food crop I Greenhouse nonfood crop J forestry 
K Rf'"sidl"nl i.-.1 outdoor l Indoor food M Indoor nonfood • Indoor Medical 0 Indoor residential 

Footnotes: llhf' followinq not<'" arf' referl'nced in cot~ two (S. Study Titl~) of thto lt£0UIREMENTS STATUS AND REGISlRANT'S RESPOIISE fonR.) 

Prod Ch.-. · BiochN~~ical 

If an t'-"Jw.rilll('nf:-tl uc;r rw.rmit is being sought, a sch('ftiDtic diagrent ard/or description of the_~~~anufacturing proc~ss will suffice if the ~stidde Ia not alreedy under 
full S("ale pr-odurt ion. 

2 If th~ p1~1~t is not alr~ady under full scale production and an eaperi~ntal us~ perMit is being sought, a discussion of impurities shall be ~ftted to the1extent 
this inform.--.tion is av.-.ilahlr. 

l Requirrd t() support r·rqislr_ation of each lllftnufacturing-uu product and Pnd use products produced by an intpgrated for.,lation systM. Data on other end-use procilcta 
will

1be rf'qtJilf'1f on n nsf' by-case basis. for pesticides in the production stage, a rudilfll!'ntary product Mlelytical 18ethod and data will suffice to s~rt an 
~•JM"r i...-nt at w:r prrmi t. 

6 Requin•d if trst subo;;.tancf" is dispersible with watrr. 
8 Requirl'"d if proffiKt 1s a I iquid. 

9 Required if product is an ("ftJisifiablf' liquid and is to be dilutf"d with petrolt'lln sol\'fllts. 

Acute toxic · Bioch.-.ical 

5 Jncidl'nts nuo;;.t hr rrportrrl, if tht""y occur. 

·Efficacy - l~rh-'ollf'ate r.untroJ Agmts 

_1 lh~ llgf"ncy has W<'tivNf o.ll rrquirrnK!nts to submit efficacy data for invert~brat~ control agt'nts for nonpublic health Uses. HOW"ver, each rqistrant -t ensure 
through tl'o;;.tinq th.-.1 h1s pioducts BrP l'fficacious when usro in accordance with label directions and coti'IIMmly accepted pest contro~ practices. The registr.,t -t 
dt'velop and m."lml~tln thr rrl("vi\nt data upon which the determi~ation of efficacy is bftsed. Thto Agency reser~s the right to require-, on a case-by-case basia (e.g., 
!':ignifinmt nrw u•:l·-> nr lwndits do.ta in cast's of spe-cial reviews) submission of efficacy data for any JX>sticide- product, registered or proposed for r'qistration 
when nl'~r~so.ry. 

56 Availo.bll' d.-.ta on lhf' inc;("cti~idi11 prol}('rtie!> of produCts containing Capsaicin indicatu that thest- products repel I. R~gistrants that •ke- leb@t 
claims of "~ill1nq" w•ll rwrd to subnrt or cite data. In lieu of subnitting or citing data registrants have the option to change the label clai• f1·om lo:illin•J" In "lq>f'lling". 

·------~------'---__ __:____ ___ __j 
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llni tPd ~ltatP!.i Env i ronmPnt <11 Protect ion ·J\qency 
Washington, D. C. 20460 

t'OO'I'NO'l'l-:5 AND KEY 1>1-:FINATIONS FOR GUIDELINE_ REQUIREMENTS 

Case I and Name: 4018 Capsaicin 
-

Footnotes (cont.): 

Effi~ · ~~~~~-~~ Control A9r"lS 

Paqe 2 of 2 

the ag~ncy has waivrd all rrquir~nts to submit efficacy data for vert~brate control agents unless the pesticide product ~ars a claiM to control vertebrates (such 

as rodents, birds, bets, c~nid~, and skunks) that .ay directly or indirectly trans~it diseases lo humans. However, each registrant .ust ensure through t.-ttng that 

his products are efficacl04s when used in accordance with la~l directiuns and commcnly acceptrd pest control practices. the registrant .ust develop end .. lntaln 

the relevant data upon wttich the lkterMination of effiucy is based. The Agency tt'urves the right to require, on a case·by·"cese besll (e.v., algnlftcWit new UID 

or brnt'fits data l_'!.__cas~~~--~P!cia_l revir-ws) suf:rnission of efficacy data for any pesticidfo prod.Jct, regist~:"red or proposed for rt"gistration when necns•ry. 

fhe Agency has ~t~rmi~ 'hat s~nission of ~fficncy data is requir~ to support the claim& made for products claimed to r~pel vt'rt~rate enl.-l•. 

" 

• 

111 
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Unitcrt :;tatcs Environmental Protection Agency 
Washington, D. c. 20460 

DATA CALL-IN RESPONSE 

fonn ~pproved 

~B No. 2070~0107 

Approval Expires 12·31·92 

INSlRttC 'IONS: Pleoao;e typP or print in ink. Pluse read careh.ilty the attached instructions and supply the information requested on this fora. 

u~~ a~J1t1onal sh~rl(s) if nrcc~~ary. 

1. C~ny name and Adrlrco;s 2. Case I and N~ 

CHAMPON'S 100% NATURAL PRODUCTS, INC 
2706 N.W. 9!ST AVE 
CORAL SPRINGS fL 33065 

4. EPA Product 
Reaistralion 

61966-1 

8. Certification 

S. 1 wiSh to 
cant:E"I this 

product regis· 
trat1on voltr~­

tarj I y. 

6. GeMric Data 

6a. I am ctaimimg a Generic 
Data EKcmption because I 
obtain the active ingredient 
from the source EPA r~gis­
tration number listed below. 

N.A. 

4018 Capsaicin 

6b. I agree to satisfy GeMric 

Data requir~nts as indicated 
on thP attached form.rntttled 
"Rpquirements Status and 
Registrant's Response." 

N.A. 

I certify- that the statf'ffll'nts made on this form and at l attachme'nts are true,· accurate, and cOfl{llete. 

I acknowledge that any knowingly false or tnisleadirig statCfll('nt may be punishable by fine, illfJrisonment 

or both undl'r appll<·-lblt· 111~. 

Signature and Title of Conpany's Authorired ~epresentative 

10. Name of Coop.1ny Cnntact 

I 

3. Date and Type Of ocr. 

PRODUCT SPECIFIC 

7. _Product Specific Data 

1a. "y product iSi tllP-8nd 
I agrPe to satisfy the MUP 
requireMents on the ~ttached 

for• entitled "Requir~ts 
Status and Registrent's 
Response." 

9. Date 

11. Phone Number 

7b. Mof-prliLctls ----.nEUP . ..ld 
I agree to satisfy the EUP 
requirenents on the attached 

for• entitled "Require.ents 
Status and Registrant's 

Response.• 

" 

• 
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- --- --- '-- --- ·- ----- ,------------ ------------· 
Unitrd :·ltilte~ Environmental Protection Agency For111 Approved 

washington, D. c. 20460 OMB No. 2070-0107 

REQUIRF.MENTS STATUS AND REGISTRANT'S RESPONSE ApproYal Expires 12-31-92 
. 

INStRUCtiONS: Please ty~ or print in ink. Please read carefully the attached instructtons ard supply the infortnation requested on this for•. 
. 

Use additional shcct(s) if ~rcssary. 

1. C~y name and Addn•ss 2. Case I and Name l. Date and T~ of OCI 

CIIAHPON'S 100% NATURAL PRODUCTS, INC 4018 capsaicin PRODUCT SPECIFIC 

2706 N. W. 91ST AVE ID# 61966-RD-2297 

CORAL SPRINGS Fl. ))065 EPA Reg. No. 61966-1 

4. Guidt-1 ine 'i. Study title • Progress 6. Use 7. Trst 8. TiMe 9. legistrent 
0 

RrquiretM.""nt T Reports Pattern SW&tance Fr- Response 
0 ........ c 
0 1 2 1 
l 

. 

~~ - Biocht'!tlical 
. i 

I51B-10 Pnxfuc::t identity ABC K 0 EP 8 mos. 
1<> 1 '1-11 Ma~facturing process ( 1) ABC K o EP 8 mos. 

~ 

151B-12 Disr~sion of for~tion of (2) ABC K 0 EP 8 mos. . 
Ulllltcntional ingrdients "' 

151B-1J An~lysis of samples (3) ABC K 0 El' 8 mos. 
151B-15 Certification of liMits ABC K 0 EP 8 mos. i 

' 

151B-16 Anillytical Methods ABC K 0 EP 8 mos. 
151B-17 (b) Phy!>ical state ABC K 0 EP 8 mos. 
151B-17(f) Dcnsr:y ABC K 0 EP 8 mos. 
151B-17(i) pli (6) ABC K 0 EP B R\OS. 

151B-17(l) Stor~ge stability ABC K o EP 8 mos. 
151B-17(m) Visrosity (8) I ABC K 0 EP 8 mos. 
151B-17(n) Mi~cihility (9) ABC K 0 EP 8 mos. I 

151B-17(o) Cnrro<>ion characteristics ABC K 0 EP 8 mos. 

10 •. Certification 11. Date 
I certify that the stiltf'mf'nts m;1ck- on this ~out and at_ I attachments are true. accurate. and coq>lete. 
I acknowledge that any knowrngly false or misleading statement may be punishable by fine imprisonment 
or both under appl k.lhlf' \itw. · • ' 

Signature and litle of Coopany•s Authorized Representative 

12. Name of Cony:.otny Contact 13. Phone Number 

. 
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----. ------------------ --------------
Unit<'d !ita tes Environmental Protection Agency For111 Approved 

Washington, D. c. 2 04 (,0 OMB No. 2070-0107 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE Approval Expires 12-11~92 , 
' 

INSlRUCIIONS: Please type or pr1nt in ink. Please read carefully the attached instructions and supply the information requested on this for•. 
u~e additlonal shect(s) if nr~c~s~ry. . 

1. (OIIfl<Uly name and Addrcv> 2. Case I and Name ]. Date and Type of DCI 

CIIAMPON'S 100% NATURAL PRODUCTS, INC 4018 Capsaicin PRODUCT SPECIFIC 
2706 N.W. 91ST AVE ID# 61966-RD-2297 
CORAL SPRINGS FlJ 33065 EPA Reg. No. 61966-1 

4. Guideline 'i. Study Title • Progre-ss 6. Use 7. Test I. Thne 9. Registrant 0 
Requirement l R~rts Pat tern Substance Fr- Response 

0 . ....,.. c 
0 1 2 l 
L 

Acute toxic - Bioch~ical 

1526-13 P-rimary eye irritation ABC K 0 EP 8 mo$. 
152B-14 Pdmary dermal irritation ABC K 0 EP 8 mos. 
1528-16 Hyperseonsi t ivi ty' incidents (5) ABC K 0 EP 8 mos. 

• 
~ff icoc_y: - lrwertrbrate ConJrol Agmts 

Pr-.. i~es Tr-eat~ts 

95-11 Laboratory rff icacy (1,56) K M 0 EP 8 mos. 
rvaluat ion 

Lf_ti~!~fY ~ Vf"rtd>r-att" Control Agents . 

96-6 Avian repellents (1) ABC K EP 8 mos. 
96-11 Rodent icides in orchards ( 1) ABC K EP 8 mos. 
96-18 Domestic dog and cat (1) ABC K EP 8 mos. 

repellents 
• 96-19 Browsing animal repellents (1) . ABC JK EP B mos • 

Initial to indiratr rrl'flflcation as to information on this page-
(full l<'Xt of r<"rtlf!ralton 1s on p;~ge on~). 

Date 

-
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----------- -

1111 it Pd ~;t.,,t_('s Env i ronmronta I Protection /\qpncy 
W.1r;hinqton, 1>. c. 20460 

I'OOTNOT~:s liND K~;y DF.FINIITIONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

kry: HP = lftilnufa~lurinq·uo.;r product; fP = rnrl-u-.r product; provick-d formulators pu-,.chasr th~ir activr ingrfi:tiPnt(s) ft0111 • rrgistrred source. they need not a.-it or cite 
dato prrlaining to thf' Jlt•rcftao;;f'd product .INOTE: If a product is a 100 percent repad:agr of ftnOthrr registrred product_ that is purchased • ...t eny use for the proclJct doe1 not diffrr frOI'II tho<>l"' nf thf' purcha"rd and fl"gi~trrPd sourer. u~us err not subject to any data re-quiretnrnts .i~tified in thf!' tables.); TEP = typicel end-use proOJct; 
IGAI = tt"chnical qr,"llir of thr activ,. ingrt"di('nl; PAl= "purr" active ingredient; PAIRA ="purr" activr ingredirnt. radiolabeled. 
Usr Catf"9WiM kry: 

• lf"rrrc;lrial toOO aop • lrrrro;trinl food frl"d crop 
f Aqunl ir- nonfood lndu-.trinl r. Aqu<~t ic nonfood rrsident ial • Rt'!i.ldt-nl ial out !loot l Indoor food 

c Jrrr~strial nonfood crop 0 

• Grrf"rilousf" food crop I 
M Indoor nonfood • 

Aquatic food crop 
Grrrnhousf" nonfood crop 
Indoor Mrdicel 

E 
J 
0 

A~tic nonfood outdoor 
Forestry 
Indoor residential 

Footnotes: llhr follo\llinq notrs .,,. .. rrferrocf'd in colum two (5. Study fitlr) of the REOUIAEMENJS STAlUS AND REGISTRANT'S RESPONSE for•.] 

Prod Chr. Riochr.if·ill 

If"" f'JIJ)f'rifllf'ntotl u•;r ponnit is bPing sought, a schematic diagr• and/or description of thr NnUfactudng process will suffice if the ~sticide is not atre.ty Wider full ·scall" prorlurt ion. 
· 

2 If tht> pr-odtKt is not alrrndy unde-r full scale prO<ktction and an r•peorifllffltal use ~nnit is ~ing sought,_ a discussion of illlpUrities shall be si.DIItted to the e•tenl this infonn."lt ion -is avai"lahll". 
l Required to !'>IIJ1rlflr I rrgistn•t ion of f"ach Nf'l..lfflcturing-use produCt and r:fld use products produced by en integrated forftl..llation sys.tftl. D•U 'on other end-we pr-,:t. 

will be rf'quu-l'd on a re<>f' by· cas~ bA!'>is. Jor. ~sticide!i. in th~ pr<dJction stage. a n.di~nentar-y pr<Kb::t enelytiul ~~rthod and dlita wilt suffice to support M'l ~~p..rimrnlal USf' ~rmit. 
-6 Rpquirt'd if tr<>t -.tl,<>tanc:" is disprrsibl~ with-·wat~r. 
8 Rt"ql!irt'd if prrxb t IS 8 I iquiri. 
9 Rfoquirrd if pnduct is &n C'll'llllsifinblf' liquid and is to be diluted with fjetrolf'un salvents. 

Acute Jo•ic - Biochr.iral 

~ Incidents 1111.1<:.1 hr rrpmtf'l'~, if thry occur. 

Efficacy - l~rtdhrate r.ontrol Agrnts 

The agency hao; waivrd nil rNttti rf'fllll"nh to submit efficacy data for invertrbrat~ control agt>nts for nofll~Jbl ic ht>al th uses. Howevu • t-ach n~glstr.nt -t t'nlure 
through trstinq that h1c; nrO<kK:Is nre c>flicaci~ wht-n used in accordancl!' with label dirl!'ctions and c01m1enly acctopted pest control practices. The regfatr.nt .,.t 
drvrlop and '''ilinta•n thr rrl('v;~nt data upon which the- ~termination of efficacy is basPd. the Agt>ncy reservrs the ri!lht to require. on • c•se-by-case Mats (e.g., signifi_cBnl nrw .,._,.., nr llf'.'nf'fih d;1ta in cases of special reviews) sul:nission of efficacy data for any pestiddt> product, rt>gistered or proposed for registr•tion whrn nrcr<;s;,ry. 

56 Avail;1blr data on thr ino.;ncticid,"ll proprrllt>S of product!' containing Capsaicin indint~s that these products fPpl!'ll. Registrants 
clAims of "lo:•lllnq" will rwrd to subn1t or cite data. In lieu of Subnitting or citing data rt>gistrants have the option to change from killinq" In "•••J>f'll•n•J". 

that 1Mb label 
th label cl•i• 

., 
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llni Led ~;tiJlf'!:> l':nvi ronment.1l l't·otection Agency 

Wa:;hinyton, D. C. 20460 

~·ooTNO'I'ES 1\ND KEY IJio:l'INA'l'IONS ~·oH GUIDELINE HEQUIREHENTS 

Case I and Name: 4018 Capsaicin 

Footnotes (cont.): 

Effic.cy · Vertebrate Control A~ts 

p.,'JP ) ot 

lhe agency has waivrd all requirements to submit efficacy data for vertebrate control ag~nts unless the pesticide product bears a claiM to control vertebrates (such 

•• rocnnts, birds, bets, canids, end sloXIks) lhat naay directly--or lndtrectly transmit diseases to tn.~t~ans. However, each registrant ltl.ISt ensure through testing that 

hia products are efficacious when us~ in accordance with label directions and c~tncnly accepted pest control practices. The registrant .ust develop and .. intain 

tha retev.nt data upon which the deterMination of t"fficacy is based. The Agency reserves the right to require, on • c.sr-by-case tMsls (e.g., algnlflcent new uses 

or beneflu d•t! .~~-!!~~~ ~~iel reviews) subnission of efficacy data for any pestlcide.product, regislerrd or proposrd for re!Jistntion when necessery. 

lhe Agency h•s deter•iOPd t~jt s~ission of efficacy date is requir~ to support the cleim5 made for products claimrd to repel vertebrate ani.-ls. 

• 

• 

., 
l 
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United states Environmental Protection Agency Form Approved 

Washington, D. c. 20460 OH8 ••• ~070·0107 

DATA CALL-IN RESPONSE Approval Expires 12·31-92 

INSfRUCIIONS: Pl~as~ type or priAt in ink. Plea~e read carefully the attached instructions and supply the information requested on this for.. 

u~r additional ~ht>et(s) if nere~sary. 

1. (ONpany n.-...e and Addr<'SS 2. Case I and Name J. Date and Jype of DCI 

!<•LLER CHEMICAL AND FERTILIZER COR PO 4018' Capsaicin PRODUCT SPECIFIC 

BOX ])3 

IIANOVER, PA ]7)31 

4. EPA Pnd.JCt 5. I wish to 6,. Generic Data 7. Product Specific Data 

Registration canctol this 6a. I 8Ift ctaimi"'!! a Generic 6b. I agree to satisfy Generic 7a. My prodJct is a MUP and Tb. MV procb:t. •• on EUP one! 
prodltct regis· Data Ex~t ion because I Data r~irements as indicated I agree to satisfy the MUP 1 agree to satisfy the EUP 
trat ion volun· obtain the active ingredient on the attached forM entitled requireMents on the attached requi re.ents on the ettached 

t;lrily. fro. the ~ource EPA regis- "Requir~nts Status and for• entitled "Requir~ts fono entitled "lequir..,ots-
trat ion nllltler I is ted below. Registrant's Rnponse." Status and Registrant's Status end legistrant's 

Response." Response.• 

72-574 N.A. N.A. 

" 

. 
. 

8. Certification 9. Date . 

I certify that the stat~nt~ ~~e on this ~orm a~ all attachments are true, accurate, and complete. 

I acknowledge that any knowtngly false or mtslcadtng statement may be punishable by fine, imprisonment 
or both lKKkr appl irahlr law. 

Signature and Title of Company's Authorized Representative 

10. Name tit Cooipo,ny Contact 11. Phone Number 

. 
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---·--- - . ----- ------ ---------------~---~~~--~~--- --- --------- ----
Un i t"'l ~;tatrs l~nv i ronmenta 1 Protection Agency Form Approved 

Washington, D. c. 204GO OHB No. 2070·0107 

IH:QU IRI·:Mt:N'rS STATUS AND REGISTRANT'S RESPONSE Approval Expires 12-31-92 

INSTRUCTIONS: Pl~ase type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. 
u._c additional shect(q if n('rrssary. 

I. CoqJany name and Arldrc-.s Z. Case I and Name ]. Date _and Type of OCI 

MILLER CllEMICAf. AND FERTILIZER COR PO 4018 Capsaicin PRODUCT SPECIFIC 
BOX 333 ID# 72-RD-2289 
llANOVER, PA 17))1 EPA Reg. No. 72~574 

4. GuicJcol inf> 'l. Study -Title 
R 6. Use 7. Test 8. Th•e 9. bgistrant 0 Progress 

R~irenK'nt I Reports Pattern Substance ,, ... Response 
0 

N1Jltxor c 
0 1 
l 

z J 

~~(_!d _ c:;~~-::._Jij_!!Chn.i ca I 

151B-10 Product icJcontity ABC K 0 EP 8 mos. 
151B-11 Ma~ufacturing process ( 1) ABC K o EP 8 mos. 
151B-12 Discussion of formation of (Z) ABC K 0 EP 8 mos. 

ununtent i onal ingrdients • 
151B-13 An~ly~is of sampl~s (J) ABC K 0 EP 8 mos. 
151B-15 Certification of limits ABC K -o EP B mos. 
1518-16 An~lytical ~thods ABC K 0 EP 8 mos. 
151B-17 (b) Physical state ABC K 0 EP 8 mos. 
151B-17(f) Den<>ity ABC K 0 EP . 8 mos • 
151B-17(i) pH (6) ABC K 0 EP 8 mos. 
151B-17(1) Storage stabi I ity ABC K 0 EP 8 mos. 
151B-17(m) Visco~;i ty (8) ABC K 0 EP 8 mos. 
151B-17(n) Mise ilu I i ty (9) ABC K 0 EP 8 mos. 
151B-17(o) Corro-;ion characteristics ABC K 0 EP 8 mos. 

10. Certification 11. Dat~ 
1 certify that the stat~nt<; ~~de on this form and all attachments_ are true, accurate, and complete. 
I acknowlrdge thOtt _Any know1n~ly false or m1sleachng statement may be punishable by fine i"l'risorment 
or both unde-r appl H<lhlt• taw. ' 

Signature and Title of Cornp;my's Authorill'd Re>prt"scntative 

12. Namt" of [OO'flo"tny Coni act 
13. Phone Number 

. 
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·--- ---- --- ----· --- ---·---- ---- -
llnited !;tate!"i Environmental ProtP.ction Agency For111 Approved 

Washington, D. c. 20460 
ON& No. 2070·0107 

R~:QlllR~:MENTS STATUS AND REGISTRANT'S RESPONSE 
A~oval Expires 12·31-92 

INSIRUCTIONS; Pl~as~ lypP or pr1nt 1n ink. Plca~e r~ad carefully the attached instructions and supply the inforMation requestrd on this ton.. 
U-.e itdd1tionat· Sh('l"((S} if rw'CC<;<;/'Ify. 

. 
3. Date .nd rype of ocr 1. (~y ncwne and Addr£'<;S 2. Case I and Name 

HILLER CHEMICAl, AND FERTILIZER CORPO 4018 Capsaicin PRODUCT SPECIFIC 
BOX ))) ID# 72-RD-2289 
HANOVER, PI\ 17131 EPA Reg. No. 72-574 

4. Guirk-tine 'J. Study liiiP • Progress 6. use 7. Test 8. Ti• 9. legistr-.t 0 
Rcqui rement r Reports Pattern StA:tstance Fr.,. hsponse 0 t:l.ftbc!r c 

0 1 2 l 
l 

~~ufe toxic - Bioc~ical 

152B-13 Primary eye irritation ABC K 0 EP 8 mos. 
152B-14 Primary cknnat irTitation ABC K 0 EP 8 mos. 
152B-16 HVJX'rsl"nsitiviry irlddt>nts (5) ABC K 0 EP 8 mos. 

•' 
Effic~r: - l~rtrbr'ate Control A~ts 

. 

~(. __ f'!l_~~~ __! rrat..,..ts 
95-11 l.aboratorv efficacy 11.56) K M 0 EP 8.mos. 

rvaluat ion 

O__f_icacy - Vrrtdlrate- Control Agents 

96-6 A111o10 ·rt'pf!'llents ( 1) ABC .K EP 8 mos. 96-11 Rndf'nf ic ides in orchards (1) ABC K EP 8 mos. 96-18 Donlf'stic dog and cat ( 1) ABC K EP 8 mos. 
'rpcllr>nts . 

96-19 Browsing animal repellents (1) ABC JK EP 8 mos. 

Initial to indic.ltl:' rrltlllcation ao.; to information on this page Date (full tt>xt of certlfH.lllon 1'- on p.l!Jr> onf'). 
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J'OOTNOTES AND KEY DF.FINATIONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

J. 

rry: HP "'fllilf11.Jfil£1ur inq-u->f' produn; £P:: l'nd-u<:t' product; provided forrrulators purchasf!' th~ir active 1ngredif'nt(s) fr01t1 a registered sourer, th~ need not s~it or dte 
data prrtnininq to thr ~·rch~"rd pr~kKt.INOTE: If a product is a 100 percent repackagr of another registered product that is purchased, and any use for the product doea 
not dilff'r from thoo;;r of thr purcha<:f"d and registerffi source, usen• are not subject to any data requirements identified in the tables.); TEP"' typical end·use prodJct; 
IGAI = tf>chnical gr01d,. of t~r activl' inqrrdient; PAl ="pure" active ingrffiient; PAIRA ="purr" active ingredient. radiolabe-led. 
Use CfttrgoriM kry: 

A TNil'<;.fnal foorl crop 
Aquatic nonfood lnctt,o.,;trl;~l 

Rf'!>Hk>nt 1al outdo01 k 

• r. 
Terre~trial food fe~ crop 
Aquatic nonfood residl'ntial 
lrdoor food 

c 
• 
" 

Terrestrial nonfood crop 
GrePnhousr food crop 
Indoor nonfood 

0 
I 
N 

Aquatic food crop 
Greenhouse nonfood crop 
Indoor Medic::al 

f 
J 
0 

Aqu.tic OQnfood outdoor 
Forestry 
Indoor residential 

Footnotes: llhr following nolr<;. are rrferPnced in coiUflfl two (5. Study Title) of the REQUIREMENTS STAfUS AND REGISTRANT'S RESPONSE forlll.] 

Prod Ch.,. - 8 i och«Wi r al 

If 11n e~trw:-rifhl'nlal u"t: pt-rntit is being sought, a schf'ftllltic diagrMI ardtor deScription of the Manufacturing process will suffice if the pe-sticide Ia not already t..nJer full sc:alr produCt ion. 
l If the pr~Kt is not already ~r full scale production and an experi~tal use permit is being sought, • discussion of i~rities shell be s~ltted to the ••tent this infmm,tlorl is,availf'hlt'. 
J Requirf'd to ~UffKWt tf'qistntion of e8ch IMOUfncturing-u!ie product ard end use products produced by 11n inte-grated forRIJiation systM. Beta on other end-use pr~U 

will ~ rr~Jirl'd ~~ n cao.,;f-by·case basis. for pesticides in the production stage, a rudiMentary product analytical Method and data wilt suffice to aupport•en 
rx~riiiW"ntal usr rx-rm11. 

6 Required if trst sl.i•c;tanre is'di~persible with water. 
8 Rf"quirl'd if puwfufl 1s a 1 iquid. 
9 Rf"qUired if product is Rn·~lsifiAblr liquid and is to be dilut~ with petrol~~ solvents. 

Acute roxie - Biochn.i~al 

5 Incidents m~.•st br rrJJOr tNI, if thry occur. 

Ffficecy - lfl'ft'rldwatr Control Agmts 

lhf" agHlCy has waivrd all rt'fl!Jirl'tlll'nt!i t9 suhmit pfficacy data· for invrrtebratr cootrol agents for nonpc.t:Jlic health us~s. However, ~ach registrent ..,t ensure 
through tl'~tinq thai h1~ nrorltKIS nre l'fficacious when used in accordance with la~l dirl'ctions and c~nly accepted pest control practices. Jhe registr~t .ust 
develop and m;Hntam thf' n•lf'vant d;~~ta upon which the dctermi.nation of efficacy is basl'd. Jhr Agency resf"rves the right, to rtquire. on • ces~-by-ceae basis (e.g., 
significant tlf'w u•:,-..,. m tlf'ndits data in cases of sprcial reviews) slbltission of efficacy data for any pesticide prodx:t, registe-red or proposed for registntlon whl'n nf'Cl'<;sal Y .. 

56 Availablr dat.1 on thl' in-.('ctnu1nl prorwrtirs of products containing Capsaicin indicates that thesf" products rrpell. Registrants 
claims of "•ill111q" will fl('rc1 to sulwnit or citl' data. In lil'u of submitting or citing·data registrants have the option to change from kiiiHl<f" In "'~"Pf'llinq". · 

that Make label 
the labf"l clai• 

., 
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FOO'l'NO'I'E!> AND KEY IH:I'I NA'l'lON5 FOR GUlllELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

Footnotes (cont.): 

Efficacy -·vert~ate Control Agents 

Paqc 2 of 2 
- -----~·----· -~ 

the agency has waivf'd all rcquir{'m('nt!. to sulmit efficacy data fur vcrtl'brate control agents unless the pesticick product bears a clai• to control vertebrates (such 

as r~nts, birds. bets, canjds, and skunks) that ~v directly or •rd1rectly transmil diseases to humans. However. each registrant MUSt ensure through teSting that 

his procb::ts are dticedous when used in accordance with label _directions and con•ncnly accepted pest control practices. lh registnnt ..,., drvelop·end •intain 

the relevant data upon which the deter•ination of efficacy is based. lhe Agency reserves the right to require, on • c•se·by·cese besil <•·•·• •lgnlflcent new use1 

or benefits d•t• _l_n.....E~~~s of_ =-~~_ial revirws) subnission of effu.acy data for any pesticide predict, registered or proposed for registrltion ..tlen nKess•ry. 

The Agency has deter•iM<i th ·t sli-mission of eft iucy data is rl'!quirt'd to support the claims Nde for products clail!led to re~l vertebrate ..-.i•ls . 

.• 

• 
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United States Environmental Protection Agency 
Washington, D. c. 20460 

DATA CA1,L- IN RESPONSE 

F or• Approved 

OMB No. 2070-0107 

Approval Expires 12-31-92 

INSTRUCTIONS: Pl~ase type or pr1nt in ink. Please read carefully the ~ttached instructions and supply the information requested on this for•. 

Usc .-.dditional sheet{<>) if ~ccssary. 

1. Convanv naRK" and Addres" 

NORTH IIEALTH CARE 
1515 ELMWOOD RO/ID 
ROCKFORD 1L 61101 

4. EPA Product 
Registration 

8668-1 

-

6. CPrtificatiun 

S. I wish to 
canq•l this 
product rcgi.<>· 

trat ion volun· 
tarqy. 

2. Case I and Name 

6. Ge~ric Data 

63. I am claimimg a Generic 
Data Exemption because I 
obtain the active ingredient 
from the source EPA r~gis­

tration number listed below. 

N.A. 

4018 Capsaicin 

6b. I agr~e to satisfy Generic 
Data rpquirements as indicated 
on th~ attached forM entitled 
"Requir~nts Status and 
R~gistrant's Response." 

N.A. 

I certify that the statPments made on this form and all attach~nts are true, accurate, and complete. 

1 acknowledge that any knowingly false or misleading- statHN>nt may be punishable by fine, ipVtisottnent 

or both under appl i r .1ht I' lnw. 

Signature and lith• of Coopany•s Authorized Rt>prescntiltive 

10. Hamc' of (Oilipilny Contact 

I 

3. Date and Type "of OCI 

PRODUCT SPECIFIC 

7. Product Specific Data 

7a. My product is 8iiiP llncf 
I agree to satfafy the MuP 
requir~nts on the attached 
for• rntitled "Require.ents 
Status and Registrant's 
Response." 

9. Date 

11. Phone Number 

Tb. My proc:Uct is ..,--ElP and 

I agree to satisfy the EUP 
requi re.nts on the attached 
for. entitled •Requir~ts 
Status and Registrent•s 
Re5p)n5e.• 

I 
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--- c-•- -------- ------ - ---------
United ~;t.-l tcs Environmental Protection Agency For11 Approved 

Washinqton, D. c. 20460 OMS No. 2070·0107 

REQUIREMt:NTS STATUS AND REGISTRANT'S RESPONSE Approval Expires 12·31·92 

iNSTRUCTIONS: Please ty~ or print in ink. Please read carefully the attached instructions and supply the inforMation r~sted on this fona. 

Use additional sheet(s) if necessary. 

1. l:~ny name and Addrr-ss 2. case I and Name 3. Date ~ Type of DCI 

NORTII IlEAL Til CARE 4018 Capsaicin PRODUCT SPECIFIC 

1515 ELMWOOD ROAD ID# 8668-RD-2293 

ROCKFORD IL 61101 EPA Reg. No. 8668-1 

4. Cui del ine S. St4fly, Title 
A Progress 6. Use 7. Test a. Ti• 9. leglstrent 
0 

RequirCflll!nt 
I Reports Pattern S~tance fr- Response 
0 . ....,.,, c 
0 1 2 l 
l 

I ~.~-~h-~ - Bioch<"Mical 

151B-10 Product identity ABC K 0 EP 8 mos. 
151B-ll Ha~facturing process (1) ABC K _0 EP 8 mos. 

151B-12 Discussion of fonnation of (21 ABC K 0 EP 8 mos. 

' uountcntionat ingrdients 

151B-13 Analysis of samples Ill ABC K 0 El.' 8 mos. 
I51B-15 Certification of limit!i ABC K 0 EP 8 mos. 
151B-16 A~~lyticat methods ABC K 0 EP 8 mos. 
151B-17 (b) Phy!fical stale ABC K 0 EP 8 mos. 
151B-17(f) Density ABC K 0 EP 8 mos. 
151B-17(i) "" (6) ABC. K 0 EP 8 mos. 
151B-17(l) Storaq~ stability ABC K 0 EP 8 mos. 
151B-17 (m) Vi••c:osity (8) ABC K 0 EP 8 mos. 
151B-17(n) H1sri!>il i-ty (9) ABC K 0 EP 8 mos. 
151B-17(o) Corro.,;ion characteristics ABC K 0 EP 8 mos. 

10 .• Certification 11. Date 

I certify that the stat~nts ~~de on this form and all attachments are true accur t nd 1 t 
1 k Led h . . • a e, a c~ e e. 

ac now get at .any know1nqly false orlftisleading statement may be punishable by fine, i~risorvnent 

'or both under apptic.1bl(' lnw. 

Signature and Title of COil"Jl<~ny•s Authorized Repr·esentative 

12. Name of [~,1ny Contact 13. Phone Number 

• 
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.. ·- ~ -- ---'· -- --------··-··-- ---------~ ----------------

UnitPd :.tatcs Environmental Protection Agency Form Approved 

washington, D. c. 20460 OKB No. 2070·0107 

REQUIRt::MENTS STATUS AND REGIS'fRJ\NT' S RESPONSE Approya\ Expires 12-31-92 

INSTRUCTIONS: Ple-ase type or print in ink. Please read carefully the attached instructions and supply the inforMation requested on this ton.. 

u-.e additional shcct(s) if n~ccssary. 

1. C~ny name anri Addrrs.s 2. Case II and Name J. Date ~ fype of DCI 

NORTH IlEAL Til CARE 4018 Capsaicin PRODUCT SPECIFIC 

1515 ELMWOOD ROI\D WI 8668-RD-2293 

ROCKFORD IL 61101 EPA Reg. No. 8668-1 

4. Guideline 5. Study Title 
R Progress 6. Use 7. Test a. Ji• 9 •. legist rent 
0 

Rcqui rement 
1 Reports Pattern Substance ,,_ lesponse 
0 

N..W.r c 
0 1 z l 
l 

Acute loxic - Bi~he.ical 

152B-l3 Primary eye irritation ABC K 0 EP 8 JII.OS. 

152B-14 Prim.-.ry dermal irritation ABC K 0 EP 8 mos. 
1526-16 Hy~rsensitivity incidents (5, ABC K 0 EP 8 aos. 

·, 

• Effic¥y - Jnvertt:'brat~ Control Agents 

Pr~t~~_lr~~_!l!"'ts 

95-11 Lnboratory efficacy (1.56) K M 0 EP 8 mos. 
!"valuation 

U(.intcy - Vertl'llrate Control Agents 

96-6 A~ian repellent~ (1) ABC K EP 8 mos. 
96-11 Ro<knt ic ides in orchards (1) ABC K EP 8 mos. 
96-18 Domestic dog end cat ( 1, ABC K EP 8 mos. 

r('pc-llents 

96-cl9 Browsing animal repellents (1) ABC JK EP 8 mos. 
I. 

lnitiitl to indic.1te rNtifiration as to information on this page Date 
(full ted of rcltd!ral1fm is on P·l~Je onr.). . 

---

• 
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_ __ _ ______ ___________ __ _ Page 1 of 2 
Un i trd !a iltP~> Env i ronmentill Protection Agency 

washington, D. c. 204GO 

REQUJRt:Mt;NTS STATUS AND REGIS'l'RANT'S RESPONSE 

Forrw Approved 

OMB No. 2070·0107 

Approval Expires 12·31·92 

INSTRUCfiDfliS: Plrase type or print in ink. Please rf'ild carefully the att.ached. instructions and supply the information requested on this for111. 
lhr> arid1t10nal o.,hert(o;.) d llf'Cf'<;<;;uy. --~-----------.--~--------------------r---------------~ 
1. (011\)any namt' anci Add•·ro.;o.; 

XTTRIUM LABS INC 
4 I 5 W PEHSIII NG IW 
Cll I CAGO I 1~ fdlf,O'J 

4. Guidi' I ine 
Rrqui rf'RI('tlt 

Nl.nlX'r 

. ....,---·-
'i. Sturly Titlt' 

2. Case I and Name 
4018 Capsaicin 

EPA Reg. No. 5464-6 

•• Progress 16. Use 0 
l Reports Pattern 
0 c 
0 1 2 l 

7. Test 
Substance 

3. Date and Type of DCI 
PRODUCT SPECIFIC 
ID# 5464-RD-2290 

a. Ti• 
Fr.,. 

9. legiatrent 
Response 

I I -i--------------------¥+-4--r-t-----------t----------i-------t-----~ 

1518-10 
1518-11 
151B-12 

" 1518-13 
1518-15 
151B-16 
151B-17 (b) 
151B-17(f) 
151B-17(i) 
151B-17(l) 
151B-17 (m) 
151B-17(n) 
151B-17 (o) 

10. Crl-tificiltion 

Pr~ _c~~ .......::_8 _i_~jl~ical 

PnKitJCt identity 

Manufacturing process 
Oisn.J•:o.;ion of formation of 

ununtent ional ingrdients 

Analyo.;is of samples 

Crrtification of limits 

Anillyt iC"al Jll(>thods 

Physical state 

Oeno;lfy 

pH 

Sfor;'I!JC stabi I it y 

Vi '>CO'' i ty 

H•··• 1hi I ity 

C:orrn<>ion characteristics 

(1) 

(2) 

(l) 

(6) 

(8) 

(9) 

ABC 
ABC 
ABC 

ABC 
ABC 
ABC 
ABC 
ABC 
ABC 
ABC 
ABC 
ABC 
ABC 

J certify that the statrmPnt<> ~,de on this form and all attachments are true, accurate, and complete. 
1 acknowledge that any knuw~nqtv false or misleading statement may be punishable by fine, irrprisonnent 
or both under appl ic-;"~hlt- law. 

Signature and Till£' of ton•fJ•my's Authorilcd R£'pr~cntative 

12 .. Naill(' of Company Cnnl art 

K 0 EP 8 mos. 
K 0 EP 8 IIOS. 
K 0 EP· 8 mos. 

K 0 E~ 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 
K 0 EP 8 mos. 

11. Date 

13. Phone Nlllber 
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- -------- --- - ---------------------------------

united !)til tcs Envjronmental ProtPction Agency r onn Approved 

Washington, [). c. 20460 OMB No. 2070·0107 

RF.QU I REM EN'l'S STATUS AND R~:GISTRJINT' S RESPONSE Approval Expires 12-31·92 

INSTRUCTIONS: Plrase fype or pr1nt in ink. Please read carefully the attached in~tructions and supply the information requested on this for.. 
U.:;e additional shret(~l If m•rr,.,.ary. 

1. Ccxrvany Oatil(' and Addn .. o:.s 2. Case I and Name l. Date and Type of DCI 

XTTRIUM LABS INC 4018 Capsaicin PRODUCT SPECIFIC 

415 w PEHSIIING rm IDI 5464-RD-2290 

Cll!CAGO l!, 60609 EPA Reg. No. 5464-6 

4. Guideline S. Study Title • Pr()(jff"SS 6. Use 7. Test B. fiR 9. l~istrM'It 0 
Requir~nt r Reports Pattern S\AJstance Fr- Response 

0 

"""""' c 
0 1 2 3 
l 

. 

~~~te Toxic · Bioch~ical . 

152B-1J Primary eye irritation ABC K 0 EP 8 mos. 
152B-14 Primary d('rmal irritation ABC K 0 EP 8 mos. 
152B-16 Hy~rsensitivity incidents (~) ABC K 0 EP 8 mos. 

• 
u_!j£~Y - l~rtdx'af@' Control Agmts 

Prf'flti sM -T r~at.-nts 

95-11 I 'ilboratory· efficacy <1.S6) K M 0 EP 8 mos. 
evaluation 

ni!f~'( - V~rtt'brat(! Control Agents 

96-6 Avian refWltents (1) ABC K EP 8 mos. 
96-11 Rodl'nt ic ides in orchards (1) ABC K EP 8 mos. 
96-18 D1)ffi('..,tic dog and cat (I) ABC K EP 8~mos. 

fPfWl lt"nts 

96-19 Browsing animal repellents (I) ABC JK EP 8 mos. 

Initial to indiriltt' rPrtlfir;"llion .a" to information on this page 
(full text of CC'IIIfH<~IIOn 1s on p;"~ge one:>-

Date 

··-~ 

• 
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" - "- - ---. ----- --~-~-- --~--~---- -------------

United StatPs Environmental Protection Agency ForM Approved 

Washinqton, u. c. 20460 OMS No. 2070-0107 

RF.QUIR~:MENTS STATUS AND REGISTRANT'S RESPONSE Approval Expires 12-11-92 · 

INSTRUCTIONS: Plea~e type or print in ink. Please read carefully the attached instrUctions and supply the infor~tion rrquested on this forM. 

u~" additional ·!'h('ct(<;.) if ncccs-;ary. 

1. Cmp.'lny naRK" and Addres<> 2. Case I and Name l. Date and Type of DCI 

SEVANA co. 4018 Capsaicin PRODUCT SPECIFIC 

5336 E. EAS'mRilY DR. ID# 47319-RD-2294 I 

FRESNO CA 93727 EPA Reg. No.· 47319-1 I 
R 6. Uu 7. Test 

I 
4. Guid~:"llne S. Study Title 0 Progress a. Ti• 9. legistr.nt I 

R equ i r emen t I Reports Pattern Substance Fr-
Response I 0 . ....,.,, c 

0 I z l 
l 

' 

rr.PC:I_!_!I~_ • Bioch~ical ! 

151B-10 Product ident.i tY' ABC K 0 EP 8 mos. ' I 
. 

151B-ll Manufacturing process (1) ABC K 0 EP 8 mos~ 
151B-l2 Disrussion of formation of <Zl ABC K 0 EP" 8 mos. 

• ununtcntional ingrdients 

151B-13 An~lysis of samples (l) ABC K 0 EP. 8 mos. 
151B-15 Certification of 'limits ABC K 0 EP 8 mos. 
151B-16 A~1lytical methods ABC K 0 EP 8 mos. 
151B-17 (b) 'Physiul state ABC K 0 EP 8 mos. 
151B-17(f) Drnsit~· ABC K 0 EP 8 mos. 
151B-17(i) pH (6) ABC K 0 EP 8 mos. 
151B-17(1) Stornqc stability ABC K 0 EP 8 mos. 
151B-17(m) Yisroo.;ity (8) ABC K 0 EP 8 mos. 
151B-17(n) Mi•;ribi\ity (9) ABC K 0 EP 8 mos. 
151B-17(o) Corrn-;ion characteristics ABC K 0 EP 8 mos. I 

i 
. 

10. Cerlification 11. Date 
I certify th~t the statf"ffl(>nts m.'td(' on this form _and all attachments are true, accurate, and Cllq)lete. 
I acknowledge that any know1ngly false or misleading statement may be punishable by fine imprisonment 
or both under applirablr law. ' 

Signature and Title of C~h"'ny's Authorized Repre~entative 
. 

1Z. Name of [~any Cont;,ct 11. Phone Number 
I 
I 
I 

• 
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United ~; t.-. tc!_; Environmental Protection Agency f on• Approved 

Washington, D. c. 20460 OMB No. 2070-0107 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE Approval Exp;res 12-)1-92 

INSTRUCTIONS: Pl~ase type or print in ink, Please read carefully the attachrd instructions and supply the information requested on this for~. 

Use add•tionil! •:heet(s} if O('C{'SS;try. . . 

1. Company name and Arldre~s 2. Case I and Name 3. Date and Type of DCI 

SEVANA co. 4018 Capsaicin PRODUCT SPECIFIC 

5336 E. EASTER BY DR. ID# 47319-RD-2294 

FRESNO CA 93727 EPA Reg. No. 47319-1 

4. Guidet ine 'i. Study Title • Progress 6. Use- 7. Test 8. Thw 9. lltegiatr.,t 
0 

Requirement 
l R~rts Pattern Substance Fr- Response 
0 . ....,.,, c 
0 l 2 3 
l . 

Acute T~Jtic - liochC"Mical 

152B-13 Primary eye irritation ABC K 0 EP 8 mos. 
152B-14 Primary dt>rmal irritation ABC K 0 EP 8 lftOS. 

152B-16 Hypersensitivity incidents (~) ABC K 0 EP 8 mos. 

" 
~fficncr. - Invertebrate Control Agents 

~~...1<>.-s Trc-"at~~ 

95-11 l~boratorV efficacy (1,~6) K M 0 EP 8 mos. 
~valuation 

~Jlj~~~y ~ V~rt~ate Control A9!0t~ 

96-6 AviAn re-~llents (1) ABC K EP 8 mos. 
96-11 Rod~nticides in orchards (!) ABC K EP 8 mos. 
96-18 Onmc"t ic dog and cat (!) ABC K EP 8 mos. 

r£'pcl Ients 

96-19 Bt·owsing animal repellents (1) ABC JK EP 8 mos. 

Initial to indicilt~ rr•rt.ifir:ation as to inf• •. -,tion on this page Date 
(full t~xt of renif1ral1on is on p<tgt" onC"} . 

• 
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-- ---- ~· -------.-- ·--- -·----- ------------ ---

United ~ltat.es Environmental Protection Agency For• ApprovKI 

Washington, D. c. 20460 OMB No. 2070-0107 

DATA CALL-IN RESPONSE Approval E•pires 12-31·92 

INSlRUCTlONS: Pleas~ type or print in ink. Please read carefully the attached instructions end supply the infor.ation requested on this fo~. 

Use <1dditionnl shcct(s} if f"I('C('ssary. . 

. 

1. Coq>any name and Addr£'s<;. 2. Case I and Name ]. Date .net Type "of DCI 

SEVANA co. 4018 Capsaicin PRODUCT SPECIFIC 

5336 E. f.ASTERBY DR. 
FRESNO Cll 93727 

4. EPA Product S. I wish to 6. Generic Data 7. Product Specific Data 

Registration cancel this 6a. I aM clai•img a Generic 6b. I agree to satisfy Generic 7a. My product is a fiJP M'ld 1b. My procb:t _ •• _, £UP ond 
produc:t regis- Data h~tion because I Data r~ir~nts as indicatrd I agree to satisfy the MUP I agree to satisfy the EUP 
I rat ion volun- obtain the active ingredient on the attached forM entitled requir~ts on the attached requi re.ents on the ett.ched 

tar i IV. from the source EPA regis- 1'RequirenM"nts Status and for• ~titled •RequireMents forM entitled "lequire.ents 
tution ~r I is ted below. Registrant's Response.• Status .nd Registrant's Status and Reglstr~t's 

Response.• Response.• 

47319-4 N.A. N.A • 

• 

8. Certification 9. Date 

,I certify that the stat~nts ~~de on th1s form and all attachments are true, accurate, and complete. 

I acknowledge that.any knowingly false or m1slead1ng statement may be punishable by fme, IIJl)flsorment 
or both under ilppl If ilhl ro I .1w. 

Signature and Title ol [Of11>ilny's Authorizt'd Representative 

10. Name of C~l.1ny Contilct 11. Phone Number 

• 
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United States Environmental Protection Agency Form Approved 

Washington, D. c. 20460 
~ No. 2070-0107 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE Approval EMpires 1Z-31-92 

INSTRUCTIONS: Plea~~ type or print in ink. Please read carefully the attached instructions and supply the informati~ requested on this form. 
Use additional sh~et(s) if n~ce~~~ry. . 

1. Coetpany name and ~ddress 2. Case I and Name ]. Date and Type of DCI 

SEVANA co. 4018 Capsaicin PRODUCT SPECIFIC 

5336 E. EASTER BY DR. ID# 47319-RD-2296 

fRESNO CA 91727 EPA Reg._ No. 47319-4 

4. GuidPI ine S. Study Title 
R Progress 6. Use 7. Test 8. Tille 9. •egt.tr.nt 0 

A «>qUi rement ' Reports Pa~terO Sthstance ,,_ luponse 
0 . ..,.,.,, c 
0 1 2 3 
l 

r!_~CIII - PiochC~Wical 

151B-IO Product idcnt i ty ABC K 0 EP 8 mos. 
151B-ll Manufacturing process ( 1) ABC K 0 EP 8 mos. 
151B-12 Discussion of formation of (2) ABC K 0 EP 8 mos. 

- ununtcntionat ingrdients 

15lB-1 3 Annlysis of samples (3) ABC K 0 EP 8 mos. 
151B-15 Ce-rtification of limits ABC K 0 EP 8 mos. 
151B-16 Analytical ~thods ABC K -o EP 8 mos. 
1518-17 (b) _ Physical state ABC K 0 EP 8 mos. 
151B-17(f) Density ABC K 0 EP 8 mos. 
151B-17(i) pH (6) ABC K 0 EP 8 mos. 
151B-17(l) St6raqe stability ABC K 0 EP 8 mos. 
151B-17 (Ill) Viscosity (8) ABC K 0 EP 8 mos. 
151B-17(n) HJt>cibility (9) ABC K 0 EP 8 mos. 
l~J.B-17(o) Corro~ion characteristics ABC K 0 EP 8 mos. 

10. Certification 11. Date 
I' cE"rtify that the stall'ffll>nts made on this form and all attachments are true, accurate, and CO!Jl)IE'te. 
I acknowledge that any lmowingly false or misleading statement may be punishable by fine, i~risonnent 
or both under appl Jf,lhl<' l.1w. 

Signature and Title of [on,Jany•s Authorized Representative 

1.2. Name of [Oill~<mv t:tontolft 11. Phone Number 

. 

-

Ll 
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United !)tates Environmental-Protection Agency F onn Approved 

Washington, D. c. 20460 OMB No. 2070-0107 

Rt:QUIREMENTS STATUS AND REGISTRANT'S RESPONSE Approval Expires 12·31-92 

INSTRUCTIONS: Please t~ or print in ink. Please read carefully the attached instructions and supply the inforMation requested on this {on.. 
Us~ additional shcct(s) if ~cr.~~ary. 

·-

1. C~ny n..'lfne and Addr('o.;s 2. Case I and Name 3. Date end Type of DC,I 

SEVANA co. 4018 . Capsaicin PRODUCT SPECIFIC 

5336 E. EASTERBV DR. ID# 47319-RD-2296 

FRESNO CA 93727 EPA Reg. No. 4 7319-4 

4. Guideline S. Study Title • Progress 6. Usl!' 7. lest 8 .. litw 9. legietr.nt 0 
Jl(>qui remcnt r Reports Pattern Substance Fr- lesponse 

0 . .....,. c 
0 1 2 J 
l 

~~utc Toxic - Bioche.ical 

152B-13 Primary eye irritation ABC K 0 EP 8 mos. 
15.2B-14 Prim."'lry dermal irritation ABC K 0 EP 8 mos. 

. 152B-16 Hypersensitivity incidents (5) . ABC K 0 EP 8 mos • 
. 

" 
!.!Jic:~r_- lllVr'rtl"'wate Control Agents 

Pr:_fWi!>II"S TrPat.-nts 

95-11 Lnbor~tory efficacy (1.56) K M 0 EP 8 mos. 
... 'valuation . 

~J..!j!~Y - VertctM-ate Control A9ft1tS 

96-6 ~vi<~n repellents ( 1) ABC K EP 8 mos. 
96-11 Rodf'nt i c ide!> in orchards (1) ABC K EP 8 mos. 
96-18 000lf'<otic dog and cat (1) ABC K EP 8 mos. 

rrpdlents 

96-19 Browsing animal repellents (1) ABC JK EP 8 mos. 

Initial to indirat(' n•rtlflr,-,tion as to inform.-,tion on this p<~ge Date 
(full h•.11t of [("rtlfu-.lllon is on p;1gc on("). 

[II 
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J 1 H 1\ I" T c, n I' y 

lin it Pd ~:t.atf'S Env ironm,...ntill Protection Agency 
Wilshinqton, l>.'c. 7.0460 

FOOTNO"I'F.S AND KEY DF.FINA'I'IONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

Page 1 of 2 

lry: MP = m.-.nuf.1cturinq-lt<;f' prndtK:f; EP = t'nd-uc;r product; providt-d for111..1letors purchtlse their activt' ingredit'nt(s) frOM a registrred source, they need not sDit or cite d<lla Pf'rlaining to thr purrh.,.,rd product.(NOTE: If a product is a 100 prrcmt repad:agp of anothrr rt-gist•red prod.K:t that is purchased, ...t eny use for the proclx:t does not differ from thoc;r of thr purchac;~ and rf'gister~ source, users are not subject to any data requir~ts identified in the tables.); JEP c typical end-use prodUct; IGAI = tr-rhnical qtadr of thr .-.ctivr ingrPdi("nt; PAl= "pure" activr ingrrdi~t; PAIRA = "pure"'active ingredient. radiolabehd. 
U!>t' Cah:-gorif"!; lry: 

A Trr'rf'<:.fr i.1t loorl crop 
Aquatic nunfnnrt lfllfll-.lrii'll 

K Rrsidrnt ii'll outdool 

R T~rrrstrial food fePd crop 
G Aquatic nonfood resi~ntial 
L Indoor food 

C Terre~trial nonfood crop 
H Greenhousto hod crop 
" Indoor nonfood 

0 Aquatic food crop E • ~tIc nonfood outdoor 
I Grrenhouse nonfood crop 
N Indoor "t'dical 

J forestry 
o · rndoOr ruidenti•l 

Footnotes: llhr f(lllowing notrs are rtoferf'flCf"d in coltMWl two (S. Study fit Ito) of thto _RfOUIRE"ENTS STATUS AND REGISTRANJ'S RESPONSE fon11.) 

Prod Chtw BiochrMical 

If nn PKprriii"W'nti'll u<;.t> prrmit is being sought, a sch('ft'IBtic diagr&nl and/or df"scription of the· ~n~~nufacturing process will suffice if the pesticide is not •lr•lldy ..-r ful I seal r prorll.lf I ion. 
2 If th(' product '"not nlrriKfy undt-r full scale production and an eafJf>ri~~~~mtal use ~r1111it is bf"ing sought, a discussion of illlpUrities sh•ll be si.Ditted to the ••tent this inform.'liHifl is nvailablr. 
1 Requir~ to support rrq~strat ion of each manufacturing· use product and end usto proO.Jcts produced by an integrated forfiUiation systm. Data on other end-use procileta w~ll ~ rrquir~ on a c~c;r-by-case basis. For pesticides in the production stage, a rudi~~~~rntary product analytical ~thod and data Mill·suffice to support~ .eJ~per ifllf'nt at us(' prrmi t. · 
6 R~irPd if te-.t subst~Orr is dis~rsible with water. 
8 Requi r,M if JH-.ciuct is -. I i quid. 
0 lpquirrd if product is an noJisifioble liquid and is to be dilut~ with petroleUM solvents. 

Acute Toxic - Biochr..ical 

5 Incidents ll'lJst br rf'poriNi, if lht>y occur. 

Efficacy - ln¥rrt~ale Control A~ts 

The agency has waivrd all r~ir~nts to submit efficacy data-for invertf"bretr control agents for nonpublic htoelth uses. Kowever, each reglatrent .ust ensure through testing th~t hi~ products ore efficacious when used· in accondancr with label directions and commenly accepted pest control practiceS. The reglatrent .u.t dev~lop and ~~intnrn thr rrl~vant data upon which the determination of efficacy is based. lhe Agency reserves the right to require, on a case·by-ces• betll <•·•·• significant nrw uo.;r•; tu· hrrwf1ts data in cases of s~cial reviews) subMission of efficacy data for any pesticide product. registered or proposed for registretlon when f)(>Cr"~"' v. 

S6 Available d;1t.1 on thf' in"('Ciicicii'll firOJX'tties of products containing Capsaicin 
claim<> of "~llltnq" will nf'f"d to !>u!Jnit or cit(" data.· In lieu of submitting or from k•lllll'l" In "tqK"IItng". 

indic•tes that these prodUcts repel I. Registrants 
citing_data registrants have the Option to change 

that Milke Iebel 
the label clehR 

~··---·---:-------..:...__-~ _______ _j 
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llH/\1-T (' I) I' y 

tlnitr>d :aatr>s Environm,...ntal Protection Agency 
Washington, 1>. c. 20460 

FOOTNOTES 1\ND KEY DEFINI\TIONS FOR GUIDELINE REQUIREMENTS 
Case I and Name: 4018 Capsaicin 

Page 1 of 2 

lry: MP '" m.--.nufactur inq-uc;r prorluct; fP = rnd-uc;(' prodtx-t; ptovirk-d formulators purchase their act ivf! ingredif!nt(s) from a rf!gistered source, th.y need not a.mlt or cite d.--.111 pNI<tlnlf'IQ to thr-plllchac;rd prodtKI.INOI(: If a product is • 100 percent rPpachgP of another registered produc::\ that is purchased, .nd eny use for the proclJct ... not diffrr from thno.;r of thf' J..,rch."l"rd and rrgi!'itered ~ourcP. uc;Pr5 are not subje-ct to any data require.nents idt>ntified in thP tables.); YEP:.: typical end-use procilct; tr.Ar = trc-hnic-otl grotdr of,~.., mtivf' ifl9rf!'dil'nt; PAl:: "purr" active ingrMirnt; PAIRA ="purr" active ingredient. radiolabrled. u'!';.-_Cntrgor-iN> cry: 
A lprrrc;tJ iotl follfl • 1 np 
f Aquatic- nnnfood Jnduo.;lrial 
k Rrsid('nf 1al outdolm 

• r, 
lrr_rro:;trial food fet>d nop 
Aquatic nonfood residPnt.ial 
lrwioo r food 

[ 

• 
" 

fprrrstrial nonfood crop 
GrePrilOU">e food crop 
Indoor nonfood 

0 

N 

Aquatic food crop 
C reenhouse nonfood crop 
Indoor Medical 

E 
J 
0 

Aquetfc nonfooct outdoor 
forHtry 
Indoor rosldentlol Footnotes: llhr followinq notro:; are- rrfrrenr:rd in cohlm two (S. Study Titlt>) of the REOUJREMENTS STAtus AND REGISTRANT'S RESPONSE fon~.) 

Prod Chn. - Rioc-.tm.ic-al 

If An t'X~rimrntotl mr ~rmit i!> bring sought, a !>chl'MBtic diagrBII'I and/or description of the nanufacturing proce-ss will suffice if the pesticide Ia not alreecfy Wider 
f.ull ~~air Jli(Mfuc-liorl. 

2 If thE" woduc-t is not Alrrady lMldrr full scale production ahd IN'I ex~rifRHltal U!'i!' ~nnit is beift9 sought, a discussion of i~~~p.~rities shall be sut.ltted to the eatent 
this infoJm."llion i!> .w.--.ilahlr. 

l Rrquirf'd to !>IIJlKlft rrqic;tr~ttion of Pach JMnltfncturinq-U!';!' product lind end use products produced by IN'I inte-grated for....,lation systM. Data on other end-use procilct1 will bf- rf'qlnrrd on a ca-.r-hy·ns!' bac;i!'i. ror Jl'('sticides in the product-ion stagP, a na:H,...ntary product 10alytical Method and data Milt sufffce to IM4JPO"t an 
!>Xprr'fJnrnt at uo.;r prrm1 t. 

6 Rrquirrd if trst st~stanrf' is disprrsibiP with watrr. 
8 ~l"quirM if ptodiKt is a liquid. 
9 Rl"qUirl"d if prodt.Kt is iWl f'IIIUI_-.ifi~thlr liquid and is to be diluted with petrolelft solvents. 

Acute toxic - Bioc-hnlliC.-.1 

5 Jncidf>nts n.1st --ht> rrportrd, if they occur. 

Efficacy ~ lnvrrtrbratr Control Agrnls 

1' lhP agf'flf"y has waivrrt all rt'•luirf'fll('nts to suhnit efficacy dotto for invertebrate- control agenh for nonpublic ht>alth uses. However, each reglatr.nt -t ensure through trstinq th;"tf h1s pr(MftH"Is arP efficacious. wht-n ust>d in accordanc!' with labPI directions and COIIIft(>nly accepted pest control practices. The regiatr.,t -t devf"lop and Jh,"'1Jnf:11n thr 1rlrv;mt data upon which thP d<'trrmination of Pfficacy is basr<L fhe Agency reserw~s the right to ;.equir~. on a case·by·c•s• b.aia (e.g., significant nrw u•.ro.. n• hrnrfils d<~ta in casrs of special f"<'Virws) sthnission of effict_tcy data for any pesticidP product, registered or proposed for registration 
whf"n nccrc;s;lry. 

56 AvaJiabl(' di!la on thr in ... rcticid;J( propt'rtiro:; of products containing Capsaicin indintes that these products repel I. Registreots that Make label claims of "kiltinq" will nr('d to suhnit or c-ite> data. In lie-u of !'iubnitting or citing j:fata rll!gistrants have the option to change the label clei• 
from lo:illinq" tn "1rprll1nq", 

· 



• 

D H II F 'I' C 0 I' Y 
----~-----

Footnotes (cont.): 

Efficacy · Vert~ate Control Agents 

tin i led ~;tat''!> Lnv i ronmt-nt.:1 I Pr·otect ion Agency 

W,,;hin<Jtun, D. C. 20460 

t"OOTNO'l'l'$ AND KEY DEFJNA'l'IONS t'OH GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

p,,qc } 0 l l -----, 

lh~ agency has waived all rcquir~~nts to subnit efficacy data fo1 vc1tcbrate controt agents unless the pesticide product ~ars a clai• to control vertebrates (such 

as rodents, birds, bets, canids, and sltunks) that may directly or ineJircctly transmit diseases to hlBanS. However, each registrant 111.151 ensure through testing thet 

his prociJc:ts are effi~aclous when used in accordance with label directions and cocnncnty accepted pest control practices. fhe· registrant .. st develop llfld Minta in 

the relevant deta upon which the determination of efficacy is based. Th~ Agency reserves the right to requir~, on • tese-by·case b.sis (e.g •• •lgnlflcent nev uses 

or benefits data In_,£~_!!_~!.!_ -~cl~l reviews) sulinission of effil:acy data for any pesticide product. registered or proposed tor registration ..t~en necessary. 

f~• Agency has determined th t suUnission of efficacy data is requirrd to support the cl•ims made for products claimed to repel vertebr•te eni .. ts. 

" 

" 

• 
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lJnjtrd !;t.ates Environmental Protection Agency f onn Approved 

Wilshjngton, [). c. 20460 
OM8 No. 2070·0107 

DATA CALL-IN RESPONSE 
Approval Expires 12-31-92 

INSfRUCTIONS: Plea!';f' type or print in ink. Plf'ase read carefully the attached instructions and supply the information requestPd on thiS for•. 
Uc;;£0 additional shcr.t(s) ·if nr.rc~;snry. 

t .- C~ny name and Addrr.<;.S 2. Case I and Name J. Date and Type of DCI 
SEVANA co. 4018 Capsaicin PRODUCT SPECIFIC 
5JJ6 E. EASTER BY DR. 
FRESNO CA 9J727 -

·. 

4. EPA Product S. I Wi<;.h to 6. Generic Data 7. Product Specific Data Registration cancel this 6a. I MJ ctai~~tirng a Generic 6b. I agr~ to satisfy Generic 7a. My ~t is a MUP and !"· My proc11c:t. IS ., EUP ond pr-cx:luc t regis- Data Exemption because I Data requir~nts as indicated I agree. to satisfy the MUP I agree to satisfy the EUP tr<tl ion volun- obtain the active ingredient on the attached for~ entitled require~Rents ·on the attached require.ents on the attached ta.-ily. from thf' source EPA regis· "R~irements Status and forM ~titled "Require.ents for• entitled "lequir~ts tration number Listed below. Registrant's Response." Status and Registrant's Status end Registrant's 
Response.• Response.• 

47J19-2 N.A. N.A. 

•' 

8. Certification 
9. Date I certify that the statffiiC'nts ~nade on th1s form and all attachlfll'>nts are true, accurate, and corrplete. 

I acknowledge that_any knowingly false or m1slead1ng statement May be pun1shable by t 1ne. Imprisonment or both txldC'r appiJcablr lnw. 

Signature and Title of Con,:Jany's AuthorizC"d RC"prC"s£'ntative 
10. NaiOC' of Company Contact 

11. Phone Number 

. 

L.l 



- -l'.l<Jf' I ol ----
- ------~ ---- -- -- --~----~- ---- .. -----------------

tJnitc>d :;tatC"s Environmental Protection Agency form Approved 

Wi1shlnqton, D. c. 20460 OMB No. 2070-0107 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE Approval Expir~s 12-31-92 

INSTRUCTIONS: Please type or prtnt in ink. Please read carefully the attached instructions and supply the information requested on this fona. 

u-.e _additiOnal shcl't(s) if nrc:('so:;ary. 

1. con.,any name and-Address 2. Case I and N~ 3. Oete .nd Type of OCI 

SEVANA CO. 4018 capsaicin PRODUCT SPECIFIC 

5))6 E. EI\STERBV DR. ID# 4 7319-RD-2295 

FRESNO CA 93727 EPA Reg. No. 47319-2 

4. Guide\ ine ~- Study Title • Progress 6. Use 7. Test a. Ti..e 9. RegistrWlt 0 
Rcquir~nt 

1 Reports Pattern Slbstance ,,_ Response 
0 

~Lml>er c 
0 1 2 J 
l 

Pr~_Ql-~ - Biochr.ical 

151B-10 Product ident i tv ABC K 0 EP 8 mos. 
151B-ll M~facturing process ( 1) ABC K 0 EP 8 mos. 
151B-12 Discussion of formation of ( 2) ABC K 0 EP 8 mos. 

,, ununtentional ingrdients 

151B-1J Analysis of samples (J) ABC K 0 EP 8 mos. 
151B-15 (('rtification of limits ABC K 0 EP 8 mos. 
151B-16 Analytical methods ABC K 0 EP 8 mos •. 
151B-17 (b) ~hysical state ABC K ,0 EP 8 mos. 
151B-17(f) Ocr><:i ty ABC K 0 EP ' 8 mos. 
151B-17(i) r• (6) ABC K 0 EP 8 mos. 
151B-17(1) Stor<tqe stabi I i ty ABC K 0 EP 8 mos. 
1511l-17(m) Visc-osity (8) ABC K 0 EP 8 mos. 
151B-17(n) Hi.,.ribility (9) ABC K 0 EP 8 mos. 
151B-17 (o) Corrosion characteristics ABC K 0 EP 8 mos. 

10. Certification 11. Date 

1 certify that the statPmrnts ~~de on this for-m and all attachments ar-e true, accurate, and complete. 
I acknowledge that. any knowmgly false or misleading statement 11\aY be punishable by fine, il!lJrisonnent 
or both under appl JrilldP law. 

Signature and Title of Compilny's Authorized Representative 

12. Name of Con•pilny Cl>hlilcl 13. Phone Number 

• 



Page 2 of 2 
--------- ·---· ---- ··--------------------~~ 

United ~ltatcs Environmental Protection Agency ForM Approved 

Washington, D. c. 20460 DM8 No. 2070·0107 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE Approvel Expires 12-31-92 

INSIRUCliONS: Plrase type or print in ink. Plea~~ read car~fully t~e attac~ed instructions end supply the infor.atioR requested on this for.. 

U-;r l'tdditional shrr.t(s) if ncccss;uy. 

1. CllfltlallY namp and Add1 l"S'> 2. Case M and Name J. Dete ~ Type of DCI 

SEVANA co. 4018 Capsaicin PRODUCT SPECIFIC 

5336 E. EASTER BY DR. IDI 47319-RD-2295 

FRESNO· CA 93727 EPA Reg. No. 47319-2 

. • 4. Guideline 'i. Study title 0 Progress 6. Use 7. Test a. Ti• 9. leglstr.,.t 

Requi r('ftl('nt ' RPports Pattern Slbstance Fr- ·-· 0 . ....,.., c 
0 1 2 3 

. l 
. 

~'O.._utr. Toxic · Rioch~iul 

152.B-l3 PriiMiy eye irritation ABC K 0 EP 8 mos. 
152B-14 Primo1ry dermal irritation ABC K 0 EP 8 mos. 
152B-16 Hypersensitivity incidents (5) ABC K 0 EP 8 mos. 

' Effic~y: - IOW"rtrbr-atr Control Agents 

Pr"'i~~ TrCat11t'nts 

95-11 laboratory pfficacy (1. 56) K M 0 EP 8 mos. 
evaluation • 

U_f_ir_~y - Yertl'brate Control Aqmts 

96-6 Avil'ln repellents _ (1) ABC K EP 8 mos. 
96-11 Rorl~nticidcs in orc~ards (I) ABC K EP 8 mos. 
96-18 DunK'<> tic dog and cat ( 1) ABC K EP 8 mos. 

rf'pcl tents 

96-19 Browsing animal repellents ( 1) ABC JK EP 8 mos. 

Initial to indicatl" <"r>rtlflcation a<: to information on this page Date 
(full text of C£'rtlfllatton 1s on pi'IIJC' on<'). 

-

• 
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lin i t-r~d ~;t.1trs Environm-rntal Protection Agency 
w.,r;hinqton, ll. C. 20460 

I'OOTNOTJ·:S liND KEY Dt:FINATIONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 capsaicin 
- --~ --------· 

Page 1 of 2 

key: "P = "'-1nufa1tu• mq-uo;r proctuct; FP = rnd-uo;~ pr-odKt; providf"d for~N.Jiators p.Jrc:hase their active ingredifllt(s) frm~ a registered source. they need not s..ai~ or cite 
d;HA pt>rtaininq to thf" ptJrc·hasPd product.INOIE: If a product is a 100 pe-rcent repackage_ of another registered product that is purchased, and MlY use for the procbr::t does 
not differ lrom tho~;r of thr purchilo;;rd arw::l rr.gistrrro !'>ourcP, users are not subjKI to any data rpquirew~ents i<Wntified in the tables.); TEP =typical end-use product; 
TGAI :: technical q1adr of thf' ac-tive mqrrdicnt; PAl = "pure" active ingredient; PAIRA = "pure" active ingrec:hent. radiolabeted. 

Use Cat("90ri~ kfoy: 

• f('f"f('<;{f iill fond crop • lerrrstrinl food fe~ crop c lPrrPstrial nonfood crop D Aquatic food crop E Aquatic nonfood outdoor 
F Aqu<"tic nonfoOfl lndu•;lri;ll r. Aqunt ic nonfood rt>sicknl ial H GrPenhouse food crop I Greenhouse nonfood crop J forestry 

• Rf'sidrnt iill outdom L Indoor food M Indoor nonfood • Indoor Medical 0 Indoor r~ldenti•l 

Footnotes: !lhr lollqwing notre; arP r('fl"rt'ncrd in coltnn two (S. Study TitiP) of tM REQUIRE"ENTS STATUS AND REGISTRANT'S RESPONSE fon~.J 

Prod Chr. · Ri~hrw~iCill 

If on t'llpt>rilllf'ntal tJ<;t> J)('rmit is being sought, a schl'fll8tic diagriiiR BOO/or descr-iption of the mnufacturing process will suffice if the pesticide h not •lreedy ll'1der 
full scalr ru-oduC'I ion. 

2 If thr pr()(f111t is not 11lr('ady under full scale production and 1111 eltpPriMHltal use permit is being sought. a discussion of i..,urities shall be sut.ftted to the e-.tent 
this inlormo-.tron r<. ilVililahlr. 

3 Rrquir~ to o;;upport rrqio;;tr11tion of Pftch manufac:turinq·use product and end use products produced by an int~rated fornulation system. Data on other end-use pr-.c:te 
will tH" rrquirrd on rr caw hy·case basis. for pesticides in the production stage. a rudimentary product analytical tnethod and data will suffice to support Ml 
e~prr illlf'ntal u•;r pt>rmi t. 

6 Rl"qo.Jirr.d if tr<;f qil<;tm-.rr i<; disJM'rsihlr with watrr. 
8 Requirt'd if prodtk I i~ a I iquid. 
9 Rt•quired if product i~ an MnUisifiable liquid and is to~ diluted with petrolrun solvents. 

Acutr loxi~ - Bioch~i~al 

' lncid£'nts lllJst br. rr>portrrl, if l~['Y occur. 

[fficacy - lnvrrtrbratr Contrnl A9ffiiS 

lhe llgf"ncy hac; wnivrd oil rrquirl"tnl"flts to ?;ubni t rff icacy d<~ta for invertdlrate control agmts for nonpubl ic health uses. Howver, each rrgtstriWit -..st ensure 
throuqh tf"stinq thill hic;,pnll'fu<:ts Rr€" efficacious when used in accordance with label directions and COimiPnly accepted pest control practices. the- registrant -..st 
develop and mrrrntarn thr''rrlcvant rlata upon which the d€"(("rmination of efficacy is based. The Agency reservrs the right to require, on a case·by-c•se basis (e.g •. , 
significant nrw r1•.r•; nr llf'llt'fitc: data in cast"s of SJX>cial revirws) subnission of eoffi~acy data for any pesticide product, rt-gistered or proposed for registr•tlon when nl"ct'S<;ilry. 

56 Availabl[' rlata on lhl" in<;rctiridill proprcti('s of products containing Capsaicin iodicates that these products repPII. Registrants that ~~~akr labrl 
ciBims of "killrnq" witt nrrd to submit or ritt" dat11·. In lieu of subnitting or citing data registrants have the-option to change the label claiM from killlluJ" to "rq.,..lllflq" . 
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llni lt.!d !..>tat t•:_; l·:nv i ronmcnto~ I Protection Agency 

W.JC;flinqlon, ll. c. 204£>0 

1.-00'J'NO'I'ES liND KEY llEFI Nl\'l'lONS FOI! GUIOELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

Footnotes (cont.): 

Efficecy - Vertelw•tr Control Agents 

P '"J_e __ 2_~_? 

Jhe agency has waivN all requirancnts to subnit efficacy data for venebrate control agents unless the pesticide product bears 1 claiM to control vertebiates (luch 

as r~u. b1rds, bats, canids, and skunks) tho1t may dir·ectly or n-..hrecHy transmit diseases to hl.ln.lns. However, nch registrant lfiUSt ensure through testing that 

his products are efficacious when usrd in accordance with label directi~s and tan•~nly acceptrd pest control practices. lhe registr~t MUSt develop end .. int•in 

the relev~t data upon which the deter~ination of efficacy is based. The Agency reserves the right to require. on • ~ese·by·cesr besis (•·•·· etgnlflc.nt new utll 

or benefits data i_'!__Eases of_.~e!:~ial reviews) subnission of efficacy data for any pesticide product. registered or proposed for registration when necessery. 

the Agency has determined tl.at sWnission o( l'fficacy data is required to support the daims lll8de for products claitned to repel vertebrete eni•ts. 

~· 

" 

• 
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llnitcd States Environmental Protection Agency 
Washington, D. C. 20460 

DATA CALL-IN RESPONSE 

Page 1 of 1 

For11 Approved 

€»48 No_. 2070·0107 

Approval Expir~s 12-31·92 

INSTRUCTIONS: Pl~a~e type or print in ink. Plea5e read carefully the attached instructions and supply the information requested on this form. 

u~c additional shrPt(~) if nrcr~sary. 

1. C~ny name and AddrC'so.; 

XTTRIUM LABS HlC 
415 W PERSIIJNG RD 
CIH€AGO lL 60f,09 

4. fPA Product 
Reglsrration 

5464-6 

-

8. Certifica!ion 

S. I wish to 
cancel this 
prOduct regis­
frat ion volun· 
tar11y. 

2. Case II and Name 

6. Generic Qata 

6a. I am ciaimimg a ceileric 
Data Exemption because I 
obtain tht" active ingr'edient 
from the source EPA regis· 
tration number listed below. 

N.A. 

4018 Capsaicin 

6b. I agree to satisfy Generic 
Data requir~nts as indicated 
on the attached form entitled 
''Requirements Status and 
Registrant's Response." 

N.A. 

I certify that the statrmcnts ~1dc on this form and all attachments are true, accurate, and complete. 

1 acknowledge that any knowingly false or mis.lt>ading statement may be punishable by fine, i~risorrnent 
or both urtder ilJ"lPI ic.1hl1' lilw. 

Signature and Title of Company•·s Authorilcd Representative 

10. Name of Con.Jany llllllotct 

3. Date and lype Of DC,I 

PRODUCT SPECIFIC 

7. Product S~cific Data 

7a. Mi-Produc t is --.-u end 
I agree to satisfy the MUP 
requirements on the attached 
forM entitled "Requirements 
Status end Registrant's 
Responseo." 

9. Date 

11. Phone Number 

lb. Jlty product iS en EUP end 
I agree to satisfy the EUP 
r~iretnents on the attached 
for• entitl~ "R~irements 
Status end Registrant's 
Response.• 
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lln.i ted !.ita t.t ·~; Lnv i ro·nment.l I Protection Agency 

wa,;li i nyton, lJ. c. 204 60 · 

I'OOTNOTI::5 !INIJ KI::Y lJEI'lN!I'l'lONS ~'Oil GUIIJELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

Footnotes (cont.): 

Efficacy · Vertebr•te Control ~gents 

The •gency has waiv~ all requir~ncnts to ~ubmit efficacy data for vertebrate control agents unless the pesticide product bears a claiM to control vertebr•tes (such 

11 rodt-nts. birds. bets, qnids, ard skunks) that NY directly or iJdnf'ctly transmit diseases to hunans. However,· e-ach registrant MUSt ensure through ·t~sting that 

hit proOJcts are efficacl()t.fs when usf'd in accordance with label dirC'ctions and conmcnty accepted pest control practices. The registrant lUSt develop lind Nint•in 

-the relevant data upon which the determination of efficacy is based. lhe Agency reserves the right to require, on • case·by·case ~sis (e.g., •lgnlflcant new uses 

or betwfits dat~ l_!!___£~es of ,:;~cie_l reviews) sut::missioo of efficacy data for any pesticide product, registered or proposed for registration when necessllry. 

the Agmcy h•s deterMined thtl subnission of _effiucv dale is r~ired lo support the claims lftBde for products claitned to r~l v~rtrbrete ~i•ls. 

-

• 

;• 
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IJnitrd !;t-<tt.r~ Environment.11 
W~sl1inqton, 1>. C. 

Protection 
20460 

Agency 

1-'QOTNOTF.S AND KF.Y DF.FINATIONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 
- -- - -------· 

Page 1 of 2 

lry: MP ~ manufacturinq·u<>r prorlt1rt; £P = rnd-uo:;e product; providf>d fonrulators purct'tase their active ingrediMt(s) frORI a registered source, they need not s.-it or .c:lte 

d."'IIA penaimng to thr ptucha"rd prodlKI.(NOTE: If a product is a 100 percent ft"pctthge of another register~ proc:lJct th8t is purchased, and any use for the proclxt does 

not diffrr from thoo;r of ltH• purrhao:;NJ and rt'gist~rf'd source, usprs are. not subj<'CI to any data requirrments i<kntified in the tables.]; lEP = typical IM"d·use proclxt; 

TrtAI = tE'(·hniral gr.1df' of thr otrtlvr inqrt'dirnt; PAl= ''pure" active ingrediPnt; PAIRA ="pure" active ingredient. radiolabe'led. ' 

IJst" CatrgoriM lry: 
A J(>tl'"l'!':frinl fonrl crop 8 l~rrr.,tr ial food feot'd crop 
f Aqoat if: nnl'lfond lnduo.;tr tnl G Aqonl ic nonfood residt"nt.ial 
• Rl"sidrntial outdom l Indoor food 

C Te-rre-strial nonfood crop 
M Gr~rnhouseo food crop 
M Indoor nonfood 

D Aquatic food crop 
I Gremh~e nonfood crop 
N Indoor Medical 

E • Aquatic nonfood outdoor 
J • forntry 
0 • Indoor rnidential 

Footnotes: (lhr followinq notrs are rrfrrrnred in coi~Jm two (5. Study litle) of th~ REOUIRE"ENJS SJAJUS Afm REGISJRANJ'S RESPONSE forM.) 

Prod Ch._... Rioc hr.irnl 

2 

3 

If on r•prri~ntal usr ~rMit is being sought, a sch~tic diagr.- and/or de-scription of the Manufacturing process will suffice tf the pesticide is not alreedy under 
ful I scalr pr-odt~l ion .. 
If thr product is not ol rrndv llfllif'i full scale pt"odoction and an e•J»rinmtal use J»nnit is bfoing sought. a discussion of i...,urities shall blo sa.t.itted to the e~ttent 
thi~ irifornl.--.tion is n\latlnhlr. · 

Rrquir~ to ~uppor1 rf'qi-.trat ion of .. ,.ch mnufact.urinq-use product and end "use products producPd by en int~ntrd fonulation syste.. OaU on other end-use procllcta 

wiU be rrquirrd on B ca<:P·by-casr basis. for pesticides in the prodi.Ktion stage, a rudinmtary product .nalytic~l ~~ethod and date wilt suffice to support .n 
e•perifllf"ntal u•;f' pr-rmi 1. 

6 Re-quirM if If'<;( ~uh<>tilncP j!'; disper<>iblr with water. 
8 Reqc.Jirl'd if p!odllrt is 11 liquid. 
9 Required if produc-t is an rntlsifiablr liquid and is to be diluted with petroteoun solvents. 

Acute Joxic - Biochn.ical 

5 Jncitknts fll.l<;t br i-rpottrd, if th(''f' occur. 

Efficacy - ln¥rrtrbratr Control A9rnt~ 

lhe agencv ha<> waivNt ull tN~tirt"mPnts to submit efficacv data for invertPbrate control agents for nonpublic health uses.- However, each regiatrent .ust enaure 

through testinq thill h1<: prodltcts are efficacious when ..r.;l'd in accordance with label directions and CO'IIIIIImly accepted pest control precticu. The reeiatr.nt -t 

develop and m.--.intam thr rrlt'vtmt data upon which the drterminetion of rfficacv is based. The Agency reserves the right to require, on a case-by·c:ase basis (e.g., 

signific11nt flf"w u-;r•; n1 hrnrf\t~ ditta in cases of special re¥irws) subnissipn of efficacy data for any pesticide product, rrgistered or proposed for registration 
when necrs~ary. - . 

')6 Available data on thr in.;rrticidal properties of products containing Capsaicin indicates that these pr0«1Jcts repel I. Registrants that IIIBkr label 

claims of "hltinq" wilt nrf"'d to subrnt or citr data. In lieu of subnitting or Citing data registrants have the option to change the label clei"' 
from killio11" In "rf'JK'I11ng". · 
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- ------------ ---~------ --------·-·---~-- -----------~-

United Stiltes Environmental Protection Agency ForM Approved 

Wastd ngton, D. c. 204C.O OMB No. 2070·0107 

DATA CALL-IN RESPONSE Approval Expires 12·]1·92 

INSIRUCTIONS: Please typE' or print in ink. Please read careful ty the attached instructions and supply the information requested on this for•. 

U<;.C' additional shC'et{-.) if rwcr>so:;ary. ' 

1. C~ny name and Addr('<;<; 2. Case I and Name l. Date end Jype bf oct. 

SEVANA co. 4018 Capsaicin PRODUCT SPECIFIC 

5))6 E. EASTERIW DR. 
FRESNO CA 9)727 

4. EPA Product '5. 1 wish to 6. Generic Data 7. Product Specific Data 
Registrar ion cancel this 6a. I am claimimg a Generic 6b. I agree to satisfy Generic 7a. My product is a JIIJP and 7b. My product is an EUP .net 

product regis· Data Exemption because I Data requir~ts as indicated I agree to satisfy the MUP I agree to satisfy the EUP 
tt·at ioo .volun· obtain the active ingredient on the attached form Pntitled requirements on the attached requ1r~ts on the attathed 
tar i ly. from the source EPA regis· "Requirements Status end form entitled •RequireMents for. entitled •Require.ents 

tration lliJlber listed below. Registrant's Response." Status and Registrant's Status end Registrant's 
Respo:nsr. 11 Response. • 

47)19-1 N.A. N.A. 

" 

8. Certification 9. Date 
I certify that the st~t~nls made on thts form and all attachments are true, accurate, and complete. 
I acknowledge that_any lr.nowtngly false or m1slead1ng statl"'Q(('nt tnay be purushable by fme, urpnsonnent 
or both undt>r appllrilhlr- lilw. 

Signature and Iitle of t~Jany 1 s Authorized RC'prr-s('nfative 

10. Name of C~J.lny Coni ar-t 
11. Phone N~r 

lll 
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IJuited Stale~ Lnvi ronmenl.1l Protection /\qency 

Wilc;hinyton, 0. c. 20460 

~·oo'l'NO'l'l'S AND Kl-:'i OEI'I NA1'IONS ~·oR GUlOELINE REQUIREMEN'l'S 

Case I and Name: 4018 Capsaicin 

F.ootnotes (cont.): 

fffiucy - Yertebretr Control Agn1ts 

rage 2 of 
-~---

\; .... agency has waivrd all requin:'mcnts to suUnit efficacy data for vertebrate control agents unleSs the pesticide product bears a clai111 to control vertebrAtes (such 

at rodents, birds, bats, canids, and skunks) that ~y directly or indirectly transmit diseases to humans. However, each registrant must ensure through testing that 

his pnd.x:ts are efficacious when use-d in accordance with l-abel directions and conmcnly accepted pest control practices. fhe registrant...,., develop anct'Mintain 

the relev.nt data upon which the deter•ination of efficacy is ba~ed. The Agency reserves the right to r~ire, on • case-bv·cese basis (e.g., atgnlflcant new uses 

or benefits dete .. ~'!._~ases of_ ~f!~iet reviews) sulJRission of eff1e,acy data for any pesticide product, registered or proposed for registntion when necesury. 

The Agency hes determined thel subn1ssi~1 of efficacy data is required to support the ctei~ made for products ctei~ to repel vertebrate ani .. ts . 

• 

• 

2 
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llllilt_!d ~;tat(~:_; Lnvir·onment.Jl l'rotection Ayency 

Wa:;)Jill<JlUil, IJ. C. 204(,0 

I'OOTNOTE!> liND KEY Ill·: I' I N/ITIONS !'OR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

Footnotes (cont.): 

Uficacy ~ Vertebnte Control Agents 

l'diJ~' } of 

the agenCy has waivrd all rcquir~nents to submit efficacy data for vcrtchrate control agents unless the pesticide product bears a clai• to control vertebr•tes (such 

•s rocknts, birds, bets, ~enids, ord skiJlkS) that may directly or Indirectly transmit diseases to hunans. However, each re-gistrant' IIIUSt ensure through testlni that 

his products are efficaciOus when usrd in accordance with laLel directions ard conn~nly accepted pest control practices. The registrant .ust develop end .. tntaln 
the relevant data upon whic:h the deterMination of effiucy is basl'd. rhe Agency reservts the righ~ _to requir~, on a can·by·tas~ besis (e.g .• algniflcant new uSes 

or benefits dilta !'!...£.~~!- -~e!tiel reviews) subnission of efficacy data for any pesticide product, reg_ister~ or proposrd for regisrration when necesury. 

lhe Agency has determi~·th~t submissi~1 of efficacy data is rcquir~ to _support the claim5 Made for products claimrd to repel vertebrate ani .. ts. 

" 

• 

;~ 

--·-·------------'-----....J 
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lin i t rd ! :t at fl!'"i Env j rOnm("n t ·l 1 Protection Agency 
WHshington, IJ. c. ~0460 

FOO'I'NOTF:S 1\ND KEY DEFINI\TIONS FOR GUIDELINE REQUIREMENTS 

Case I and Name: 4018 Capsaicin 

rage 1 of 2 

'""'·., ::: m."lnl.lf"rturinq·u<;(' prrxiurt; EP = rnd·u!';e prociuct; providfod formulators purchase their active ingrediftlt(s) fr0111 e registered source, th~ need not' stmlt or cite 
data JW"rt&ininq to th(' purch."l~M prodtct.INOlE: If a product is a 100 percent r~d:age of another registered product _that is purchased. end .ny use for the procllet a. 
not diffrr frOftll tho<>r- of thf' purrha<;f"d and n~gi5terrd sourer. users are not subject to any date rrqui·re.nts idrntified in the tables.); TEP'"' typical end-use proda:t; 
IGAI =technical qradr of th(' attJVf' ingredil'nt; PAl ="pure" active ingredient; PAIRA = "pure11 active ingredient, radiolat..led. 
u~c- tat .-gori~ rry: 

• ler-r-.-str iill foort rrop 8 Terrt>striAI food fpf'd crop c Terre~trial nonfood crop 0 lCJJatic food crop E Aqlatic nonfood outdoor 
Aqua I ir nonfood lndu-:lri;1l G Aqu~tic nonfood re~id~ntial • Gre~nhous~ food crop I Gret!nhouse nonfood crop J -. forestry 

k Rt'-.id€'nt ial outdom L Indoor food " Indoor nonfood N Indoor Medical 0 Indoor residential 
Footnot;:.es: llhr following nott"s ariP ref .. renced in col~.rm two (5. Study Title) of the REQUIREMENTS SlAWS AND REGISTRANT'S RESPONSE fonn.] 

Prod Chn11 BiDI·h~i.:.-.1 

If Bn IPJCpt'riiiW'nlnl u-:t> Jl"'rmit is bP.ing !>ought, a schematic diagram and/or description of the NnUfacturing procPsS will, suffice if the pnticide is not alreMfy &alder 
full sc~lro p1orlurtion. 

2 If the prndtKI is not, nlrr.,dy I.Mlder full scale production and en experi~tal use ~tiWiit is ~ing sought, • discussion of i!lpJritiu sh•ll be aiAIIitted to the elUent' 
thi!i infm·m."lllon i-: nvnilablf'. 

3 Rpquirro to support n•gislrat ion of f'ftch I!VInuhcturing-use produd end ~r:d use products produced by an integrated fotiiUiation syste~~~. Data on other *A:I·we prociltta 
wilt be rrqui1f'ff on tl rasr-by·cas~ bno;is_ ror.pestic:ides in the production stage, a rudi~nentary product anelyticalwthod and data witt suffice to S'4JPOI'"t en 
e.11per 'iment al usr- p<>rmi t. · 

6 R~ir~ if t~st suhst~nce is dis~rsibl~ with Wfttrr. 
8 Requir~ if product is fl liquid. 
9 Requirt'd if product is an ('tiiJisifiablr liquid and is to be diluted with prtrotrun solvents. 

Acute Toxic - Bioch~ical 

5 lncidrnts nust tx- rrpmlf'ri, if tht"y occur. 

Efficacy - ln¥ert~at~ [ontrol Agrnts 

Thr Bgrncy has waivrri nil r~uir~nts to submit efficacy data for invrrtrbratr control agents for nonpublic health uses. However, each registrent .ust ensure 
through tec;tinq thnt h1s jllndJKts Arr pfficacious wh~n used in accordance with labf.l directions and coenrnly accepted pest controt practices. The registrWtt -~ 
develop and rn."lintnll'"l thr 1rlf"vnnt data upon which lh€' df.termination of efficacy is based. Thr Agency reserves the right to require, one cesr-by·cese besis (e.e •• ~ignificAnt llf'W uo.:rs nr l"lf'f1dits data in casrs of special reviPws) subnission of efficacy da,ta for any rwstici<iP product, registerftf or proposed for registration when ncc€'ssnry. 

56 Avail:~biP data on thr insf'rtiridal prorx-rtics of products containing [apor;aicin indicates that these products repel I. Registrants that 11111ke label 
clAims of "k•ll1nq" will nr•f'd to c;ubnut or citp data. In lit"u of si.bnitting or citing data registrants have the option to change the label claiM from kr(llnq" lo "rrpdl1nq". 
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ATTACHMENT B 

PRODUCT SPECIFIC DATA CALL-IN RESPONSE FORMS (Form A) 
PLUS INSTRUCTIONS 
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SPECIFIC INSTRUCTIONS FOR COMPLETING 
Dl!l UQUI:u:KDlTI STATUS UD UGI8TltA)IT 'S .USPOHIB FORK 

lrc4uct lptcifip P•t• 

!l'hia form is desiqned to be used for registrants to respond to call-ins for generic and product-specific data as part of EPA's reregistration proqram under the Federal :Insecticide Fungicide and Rodenticide Act. Although the ~ is the aame for both product and generic data, instructions for completing the forms differ alightly. Specifically, options for aatisfying product specific data requirements do not include (1) deletion of uses or (2) request for a low volume/minor use waiver. These instructions.are for completion of prodUct apecific-data requirements. · 

EPA has developed this form individually for each data call­in addressed to each registrant, and has preprinted this form with a number of items. po NOT use this form for any other active ingredient. 

Items 1 through 8 (inclusive) will have been preprinted on the form. You must complete all other items on this form by typing or printing legibly. 

Public reporting burden for this collection of information is estimated to average 30 minutes per response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of thia collection of information, including suggestions for reducing this burden, to Chief, Information Policy Branch, PM-223, u.s. Environmental Protection Agency, 401 M St., s.w., Washington, D.C. 20460; and to the Office of Management and Budget, Paperwork Reduction Project 2070-0107, washington, D.C. 20503. 

.. 
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INSTRUCTIONS FOR COMPLETING THE •REQUIREMENTS STATUS AND 
REGISTRANT'S RESPONSE" FORM FOR PRODUCT SPECIFIC DATA 

Item 1-3 completed by EPA. Note the unique identifier number 
assigned by EPA in Item 3. This number must be used in 
the transmittal document for any data submissions in 
response to this Data Call-In Notice. 

Item 6. 

Item a. 

Item 9. 

1. 

The guideline reference numbers of studies required to 
support the product's continued registration are 
ic1entified. These guidelines, in addition to the 
requirements specified in the Notice, 90vern the 
conduct of the required studies. Note that series 61 
and 62 in proc1uct chemistry are now listed under 40 CFR 
158.155 through 158.180, Subpart c. 

The study title associated with the guideline reference 
number is identified. 

The use pattern(s) of the pesticide associated with the 
product specific requirements is (are) identified. For 
most product specific c1ata requirements, all use 
patterns are covered by the data requirements. In the 
case of efficacy data, the required studies only per­
tain to products which have the use sites and/or pests 
indicated. 

The substance to be tested is identified by EPA. For 
product specific data, the product as formulated for 
sale and distribution is the test substance, except in 
rare cases. 

The due date for submission of each study is 
identified. It is normally based on a months after 
issuance of the Reregistration Eligibility Document 
unless EPA determines that a longer time period is 
necessary. 

Enter pnly pne of the following response codes for each 
data requirement to show how you intend to comply with 
the data requirements listed in this table. Fuller 
descriptions of each option are contained in the Data 
Call-In Notice. 

I will generate and submit data by the specified due 
date (Developing Data). By indicating that I have 
chosen this option, I certify that I will comply with 
all the requirements pertaining to the conditions for 
submittal of this study as outlined in the Data Call-In 
Notice. 
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2. I have entered into an agreement with one or more registrants to develop data jointly (Cost Sharing). I am submitting a copy of this agreement and a completed "Certification With Respect To Data.Compenaation Requirements" form. · I understand that this option is available only for acute toxicity or certain efficacy data only if EPA indicates in an attachment to this Notice that my product is similar enough to another product to qualify for thia option. · Z certify that another party in the agreement is committin9 to submit or provide the requirement data; if the required study is not submitted on time, my product may be subject to suspension. 

3. I have made offers to share in the cost to develop data (Offers to Cost Share). I understand that this option is available only for acute toxicity. or certain efficacy data and only if EPA indicates in an attachment to this Data call-:In Notice that my product is similar enough to another product to qualify for this option. Z am submitting evidence that I have make an offer to anot)ler registrant (who has an obligation to submit data) to share in the cost of that data. I am also submitting a completed •certification of Offer to Cost Share in the Development Data" form. I am including a copy of my offer and proof of the other registrant's receipt of that offer. I am identifying the party which is committing to submit o'r provide the required data; if the required study is not submitted on time, my product may be subject to suspension. I understand that other terms under Option 3 in the Data Call-In Notice (Section III-C.l.) apply as well. 
4. By the specified due date, I will submit an existing study that has not been subm~tted previously to the Agency by anyone (Submitting an Exiatinq Study). I certify that this study will meet all the requirements for submittal of existing data outlined in Option 4 in the Data Call-In Notice (Section III-C.l.) and will meet the attached acceptance criteria (for acute toxicity and product chemistry data). z will attach the needed supporting information alonq with this response. :I also certify that I have determined that this study will fill the data requirement for which I have indicated this choice. 
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5. By the specified due date,.I will submit or cite data to upqrade a study classified by the Aqency as partially acceptable and upqradable (Upqradinq a Study). I will submit evidence ef the Aqency•a review indicatinq that the study may be upgraded and what information is required to do so. I will provide the MRID or Accession number of the study at the due date. I understand that the conditions for this option outlined Option 5 in the Data Call-In Notice (Section III-C.l.) apply. 
6. By the specified due date, I will cite an existinq study that the Aqency has classified as acceptable or an existinq study that has been submitted but not reviewed by the Aqency (Citinq an Existinq Study). If I am citinq another reqistrant•s study, I understand that this option is available only for acute toxicity or certain efficacy data and only if the cited study was conducted on my product, an identical product or a product which EPA has •qrouped" with one or more other products for purposes of dependinq on the same data. I may also choose this option if I am citinq my own data. In either case, I will provide the MRID or Accession number(s) for the cited data on a •Product Specific Data Report" form or in a similar format. If I cite . another reqistrant•s data, I will submit a completed "Certification With Respect To Data Compensation Requirements" form. 

7. I request a waiver for this study because it is inappropriate for my product (Waiver Request). I am attachinq a complete justification for this request, includinq technical reasons, data and references to relevant EPA requlations, quidelines or policies. (Note: any supplemental data must be submitted in the format required by P.R. Notice 86-5]. I understand that .this is my only opportunity to state the reasons or provide information in support of my request. If the Aqency approves my waiver request, I will not be required to supply the data pursuant to Section 3(c)(2)(B) of FIFRA. If the Aqency denies my waiver . request, I must choose a method of meetinq the data requirements of this Notice by the due date.stated by this Notice. In this case, I must, within 30 days of my receipt of the Aqency•a written decision, submit a revised "Requirements Status and Reqistrant•s Response" Form indicatinq the option chosen. I a~so understand that the deadline for submission of data as specified by the oriqinal data call-in notice wi.ll not chanqe. 
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Ztems 10-13 Self-explanatory. 

NOTE: You may ~rovide additional information that does not 
fit on this form in a signed letter that accompanies 
this form. lor example, you may wish to report that 
your product has already been. transferred to antoher 
company or that you have already voluntarily cancelled 
this product. For these cases, please supply all 
relevant details so that EPA can ensure that its 
recorda are correct. 

.. 



ATIACHMENT A 

Chemical Status Sheet 
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ATTACHMENT A 

CAPSAICIN: DATA CALL-IN CHEMICAL STATUS SHEET 

INTRODUCTION 

You have been sent this Data Call-In Notice because you have products containing 
capsaicin. 

This attachment, the Data Ca1l-in Chemica} Status Sheet, contains a point of contact for 
inquiries. This attachment is to be used in conjunction with (1) the Data Call-In Notice, (2) 
Attachment B, the Data Call-In Re$p0nse Fonn, (3) Attachment C, the Reqyirement Status and 
Registrant's Re$p0nse Fonn for product specific data, (4) Attachment D, EPA Grouping of End­
Use Products for Meeting Acute Toxicology Data Requirements for Reregistration, (5) 
Attachment E, EPA A~ce Criteria, (6) Attachment F, List of All Registtant<sl sent this 
Data Ca!l-In Notice, and (7) Attachment G, the Cost Share and Data Compensation Forms for 
product specific data, and ProdUCt Srecific Data Re.port Form for use in replying to this 
capsaicin Data Call-In. Instructions and guidance accompany each form. 

DATA REQUIRED BY TinS NQTICE 

The additional data requirements needed to complete the database for capsaicin are listed 
in the Requirements Status and R~strant's Reswnse Form, Attachment C. 

The Agency has concluded that product specific data are needed for capsaicin. The 
required additional data are listed in Attachment C. 

Depending on the results of the studies required in this Notice, additional testing may be 
required. 

INQUIRTRS AND RESPQNSES TO TifiS NQTICE 

If you have any questions regarding the product specific data requirements and 
procedures established by this Notice, please contact Robert Forrest at (703) 305-6600. All 
responses to this Notice should be submitted to: 

Document Processing Desk (REDIRD/PM-14) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
401 M Street S.W. 
Washington, D.C. 20460 

RE: Capsaicin 
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' If you have any questions regarding the generic data requirements and procedures 
established by this Notice, please contact Emestiile Dobbins at (703) 308-8071. All responses 
to this Notice should be submitted to: 

Chemical Review Manager Ernestine Dobbins 
Accelerated Reregistration Branch (H7508W) 
Special Review and Reregistration Division 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
401 M Street S.W. 
Washington, D.C. 20460 

RE: Capsaicin 
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ATTACHMENT C 

PRODUCT SPECIFIC REQUIREMENT STATUS AND REGISTRANT'S RESPONSE 
(FORMS B) PLUS INSTRUCTIONS 

AND 
PR NOTICE 86-5 
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UNITED STATES ENVIRONMENT~L PROTECTION AGENCY 
WASHINCIITON, O.C. ZOUO 

.u. 2 9 1986 

01'P1CIIl 0' 
PR NOTICE 86-5 .Ca1"1CIDCI ANO 1"0XIC: IU.ITANCCI 

NOTICE TO PRODUCERS, FORMULATORS, DISTRIBUTORS . AND REGISTRANTS 
Attentionr Persons responsible for Federal registration of pesticides. · 
Subject: Standard format for data submitted under the Federal Insecticide, Fungicide, and Rodenticide Act CFIFRAl and certain provisions of the Federal rood, Drug, and cosmet ie Act ( FFDC.Al. 
I. Purpose 

To require data to be submitted to the Environaental Protection Agency (EPA) in a standard format. This Notice also provides additional guidance about, and illustrations of, the required fomats, ·. 
II, Applicability 

Thia PR Notice applies to all data that are submitted to !PA to satisfy _data requirements for granting or maintaining pesticide registrations, experimental use permits, tolerances, and related approval• under certain proviaions of PIFRA and PPDCA, These data are defined in PIFRA SlO(d)(l). This Notice does not apply to commercial, financial, or production infomation, wh'ICJi are, and must continue to be, submitted differently under separate cover, 

III. Effective Date 

This notice ia ertective on November 1, 1986. Data fomatted according to thil notice may be submitted prior ·to the effective date. .As of the effective date, submitted data packages that do not conform to these requirements may be returned to the submitter for necessary revision, 
IV. Background 

- on September 26, 1984, IP.A published proposed regulation• in the Federal Regiater (49 PR 37956) which include lequire .. ntl tor Data Submission UO CPR 5158~32), an.d Proceduru for Clalma of Confidentiality of Data (40 CPR 5158.33). These regulation• 
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specify the format for data s~bmrtted to EPA wnder S•ction 3 of FIFRA and sections 408 and 409 of FFOCA, and procedwres which mwst be followed to make and swbstantiate claim8 of confiden­tiality. No entitlements to data confidentiality are changed, either by the proposed re~ulation or by this notice. · 
OPP is making these reqwirements mandatory through this Notice to gain resource-saving benefits from their wse before the entire proposed regwlation becomes final. Adequate lead time is being provided for s~bmitters to comply w'ith the new requirements. 

v. Relationship of this Notice to Other OPP Policy and Guidance 
Whil~ .this. Notice contains requirements for organizing and . forrnattiAg swbmittals of supporting data, it does not address the substance of test reports themselves. "Data reporting• guidance is now under development in OPP, and will specify how the study objectives, protocol, observations, findings, and conclwsions are organized and presented within the study r.eport. The data reporting guidance will be compatible with submittal format requirements described in this Notice. 

OPP has also promulg~ted a policy (PR Notice 86-4 dated April 15, 1986) that provides for early screening of certain applications for registration under FH'RA SJ. The objective of the screen is to avoid the additional costs and prolonged delays associated with handling significantly incomplete application packages. As of the effective date of this Notice, the screen will include in its criteria for acceptance of application packages the data fortr~atting requiresnents described herein. 
OPP has also established a public docket which imposes dead­lines for inserting into the docket documents submitted in con­nection with Special Reviews and Registration Standards (see 40 CFR Sl54.15 and 5155.32). To meet. these deadlines, OPP is requiring an additional copy of any data submitted to the docket. Please refer to Page 10 for more information abo>.~t this requirement. 
For several years, npp has required that each application for .registration or other action include a list of all applicable data requirements and an indicAtion of how each is satisfied--the statement of the method of support for the application. Typically, many requirements are satisfied by reference to data previously submitted--either by the applicant or by another party. That re­quirement is not altered by this notice, which applies only to data submitted with an application. 

VI. Format Requirements 

A more detailed discussion of these format requirements follows the index on the next page, and samples of some of the requirements are attached. Except for the language of the two alternative forma of the Statement of Data Confidentiality Claims (shown in-Attachment 3) which cannot be altered, these samples are illustrative. Aa long aa the required information is included and clearly identifiable, the form of the s4111ples may be altered to reflect the S>Jbmitter's preference~ 
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- INDEX 

Text Exams;>le Page Page A. Organization of the Submittal Package • • • • • • • • B. Transmittal Docume~t • • • • • • • • • • • • • • • • c. Individ~al Studies • • • • • • • • • • • • • • • • • 
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• C.l Special Considerations for Identifying Studies. • 5 D. Organization of each Stl.ldy Volume , • • • • • • • • • 0.1 Study Title Page • • • • • • • • • • • • • • • • 0.2 Statement of Data Confidentiality (based on FIFRA SlO(d)(l)) , , , 0,3 Confidential Attachment , •••• 

Claims 
• • • • 
• • • • 

• • • • 
• • • • D.4 Supplemental Statement of Data Confidentiality 
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7 

8 
8 

17 

ll 

17 

12 

13 
15 \ 

Claims (other than those baaed on FIFRA SlO(d)(l)) 8 14 
o.s Good Laboratory Practice Compliance Statement • • 9 16 E. Reference to Previol.lsly Submitted Data • • • • • • • 9 F. Physical Format Requirements a Number of Copies , , , 9 G. Special Requirements for Swbnlitting Data to the Docket 10 •••••••••••••• A. Organization of Submittal Package 
A '!Submittal package' consists of all studies submitted at 

the same time for review in support of a single regulatory action, 
along with a transmittal document and other related administrative 
material (e.g. the method of support statement, IPA Forma 8570-l, 
8570-4, 8570-20, etc,) as appropriate. 

Data submitters auat organize each submittal package aa 
described in this notice. The tranaralttal and any other admin­
istrative material auat be grouped together in the first physical 
volume. !ach study included in the submittal package must then 
be bound separately. 0 

Submitters sometimes provide additional aateriala that are 
- intended to clarify, emphasize, or otherwise comaent to help 
Product Managers and reviewers better understand the subllittal. - If such materials relate to one study, they should be incll.lded as an appendix to that,atudy. 

- If such materials relate to 110re than one study (as for 
example a aUIIIIIIary of all studies ln a discipline) or to the 
submittal in general, they 11uat be included in the submittal 
package u a separate study (vith title page and statement 
ot confidentiality claims). · 
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B. Transmittal Document 

The first item in each submit~al·package must be a trans­mittal document. This doco.~ment identifies the submitter or all joint submitters: the regulatory action in support of which the package is being so.~bmitted--i.e., a registration application, petition, experimental use permit CEUP), S3(cl (2) (Bl data call-in, S6Cal(2) submittal, or a special review: the transmittal date: and a list of all individual sto.~dies included in the package in the order of their appearance, showing (usua].ly by Guideline reference number) th~ data r·equirement(s) addressed by each one. The EPA-assigned number for the regulatory action (e.g. the re~istration, EUP, or tolerance petition number) should be included in the transmittal document as well, if it is known to the submitter. see Attachment 1 for an example of an acceptable transmittal.document. 

The list of included studies in the transm.ittal of a data submittal package supporting a registration application should be subdivided by discipline, reflecting the order in which data requirements appear in 40 CFR 158. 

The list of i.ncluded studies in the transmittal of a data submittal package supporting a petition for tolerance or an application for an EUP should be subdivided into sections A, B, c, •... of the petition or application, as defined in 40 CFR 180.7 and 158.125, (petitions) or Pesticide Assessment Guidelines, So.~bdivision I CEUPs) as appropriate. 

When a submittal package supports a tolerance petition and an application for a registration or an EUP, list the petition­studies first., then the balance of the studies. Within these two groups of sto.~dies follow the instructions above. 
c. Individual Studies 

, 
A sto.~dy is the report of a single scientific investigation, inclo.1ding all supporting analyses required for logical c.omplete­ness. A study should be identifiable and distinguishable by a conventional bibliographic citation including .author, date~ and title. Studies generally correspond in scope'to a single Guide­line requirement for supporting data, with some exceptions dis­eo.~ssed in section c.l. Each study included in a submittal package must be bound as a separate entity. (See comments on binding sto.~dies on page 9.) · 

Each study must be consecutively pagjinated, beginning from the title page as page 1. The total number of pages in the com­plete study must be shown on the study title page, In addition Ito enso.~re that inadvertently separated pages can be reassociated with the proper study during handling or review) use either of the following: 

- Include the total n~ber of pages in the complete study on each page Cie., 1 of 250, 2 of 250, ••• 250 of 250). 
Include a company name or mark and st~y number on each page of the study, e.g., Company Name-1986-23. Never reuse a study number for marking the pages of subsequent studies. 
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' When a single study is extremely long, binding it in multiple 
volumes is permissible so long as the entire study is paginated 
in a single aeries, and each volume is plainly identified by the 
study title and its position in the multi-volume sequence. 
C.l Special Considerations for Identifying St~dies Some studies raise special problems in study identification, 
because they address Guidelines of broader than normal scope or 
for other reasons. 

a. Safety Studies. Several Guidelines require testing for 
safety in more than one species •. In these eases each species 
:tested should be reported as a separate study, and bound 
separately. · 

Extensive supplemental reports of pathology reviews, fe.ed 
analyses, historical control data, and the like are often assoc­
iated with safety studies. Whenever possible these should be 
submitted with primary reports of the study, and bound_with the 
primary study as. appendices. When such supplemental reports are 
sOJbmitted.independently.of the primary report, take care to fully 
identify the primary report to which they pertain. Batteries of acute toxicity tests, performed on the same end 
use product and covered by a single title page, may be bound 
together and reported as a single study, 

b. ProdOJet Chemistry Studies. All product chemistry data 
within a swbmittal package submitted in support of an end-use 
product produced from registered manufacturing-use products 
should be bound as a single study under a single title page. Product chemistry data submitted in support of a techni­
cal product, other manufacturing-use product, an experimental 
use permit, an import tolerance petition, or an end-use prod­
uct produced from unregistered source ingredients, should be 
bound as a single study for each Guideline series (61, 62, 
and 63) for conventional pesticides, or for the equivalent 
subject range for biorational pesticides. The first of the 
three studies in a complete product chemistry submittal for 
a biochemical pesticide would cover Guidelines 151-10, 151-11, 
and 151-127 the second would cover Guidelines 151-13, 151··15, 
and l5l-l6r the third would cover Guideline 151-17. The 
first study for a microbial pesticide would cover Guidelines 
lSl-20, 151-21, and 151•221 the second wo~ld cover Guidelines 
111-23 and 151-257 the third would cover Guideline 151-26. Note particularly that product chemiatry st~di•s are 
likely to contain Confidential Business InforMation as defined 
in f'If'RA SlO(d)(l)IA), 18), or (C), and U ao aust be handled 
as described in section D.3. -of this notice. · 
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e. Residue Chemistry Studies, Gwidelines 171-4, 153-3, and 153-4 are ext~emely broad In ~eopa; st~dies addressing residue ehemistry requirements m~st thus be defined at a level below that of the Guideline'eode, The general principle, however, of limitin11 a st~dy t" the report of a single inves­tigation still applies fwlly. Data should be treated as a 5ingle st~dy and bound separately for each analytical method, each report of the nature of the residue in a single crop or a'limal species, and for each report of the ma<jnit~d• n.f resi­diles resultin<J from treatl!lent of a single c:rop or from proces­sin~ a sin~le crop. When mo~e than one commodity is de~ived from a sin<Jle crop (such as beet tops and beet roots) residwe data on all such commodities showld be reported as a single study. When multiple field trials are associated with a . s~ngle crop, all such trials should be r•ported as a single study. · 
.0, Organization of Each Study Volume 

F.ach complete study must include all applicable elements in the list below, in the order indicated, (Also see »age 17,) Several of these elements are further explained in the following paragraphs. Entries in the column headed 'example' cite the page number of this notice where the element is illustrated, 

Element 

Study Title Paoe 

Statement of Data 
Confident hl i ty 
.Claims 

Certification of Good 
Labo~atory Practice 

Flaggin~ stat•ments 

B"dy of Study 

Study Appendices 

cove~ ·sheet to Confi­
dential Attachment 

CBI Attachment 

.Supplemental Statement 
of Data Confidentiality 
Claims 

When Regu ired 

Always 

One of the two alternative 
forms of this statement 
is always required, 

If study reports laboratory 
work subject to GLP require­
ments 

Example 

Page 12 

Page 13 

Page 16 

For ceruln toxicology st·~dies. (When 
fla~ging requirements are finalized.) 
Always - with an English language translation if required, 

At submitter's option 

If CBI is claimed under FIFRA SlO(d)(l)(A), (B), or (C) 

If CBI is claimed under FIFRA 
~lOCd)!ll(A), (8), or (C) 

Only if confidentiality ia 
claimed on a basis other than 
FIFRA SlO(d)(llCA), (8), or (C) 

6 

Page 15 

Page 14 

.. 



•· 
• 

• 

0.1 Title Page 

A title page is always requirA~ for 4ach s~bmitted st~dy, published or unpublished. The title page m~st always be freely releasable. to requestors; DO N0T INCLUDE CBI ON THE TI'rt..~ PAGE. An exa~ple of an acceptable title page is on page 12 of this notice. The following information m·~st Appear on the title page: · 

a. Study title. The study title should be as d~scriptive •s possible. It m~st clearly identify the substance(s) tested and C<>rrespond to the name of the data reCluirement as it appears in·the Guidelines. · · 
b. Data requirement addressed. Include on the title page the Guideline number(s) of the specific reCluirementCs) addressed by the stu~y. 

c. Author(s). Cite only individuals with primary intellectual responsibility for the content of the study. Identify them plainly as authors, to distinguish them from the performing laboratory, st~dy sponsor, or other names that may also appear on the title page. 

d. Study 
the study. 
times, use 

Date. The title 
If parts of the 

only the date of 

pa~e must include a single date for study were performed at different 
the latest otlement in the study. 

e. Performin9 Laboratory Identification. If the study report• work done by one or more laboratories, include on the title page the name.and address of the performing laboratory or laboratories, and the laboratory's internal project number(s) for the work. Clearly distinguish the laboratory's project identifier from any other ref~trence numbers provided by the study sponsor or submitter. 
f. suielemental Submissions. If the study is a commentary on or supp ement to another previously submitted study, or if it responds to EPA q~estions raised with respect to an earlier study, include on the title page elements a. through d, for the previously sub1nitted study, along with the EPA "aster Record Identifier (MRID) or Accession number of the earlier study if you know these numbers. (Supplements submitted in the same submittal package as the primary study should be appended to and bound with the primary study. Do not include supplements to more than one study under a single t itte page). 

g. Facts of Publication. If the study is a reprint of a pub-lished document, 1dentlfy on the title page all relevant facts of publication, such as the journal title, vol~e, issue, inclusive page numbers, and publication date. 
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0.2. Statement~ of O~ta Confi~entiality Claims under FIFPA SlO(d)(l). 
Each sub~itted st~dy m~st be accompanied by one of the two alternative forms of the Statement of Data confidentiality Claims specified in the proposed reg~lation in ~1511,33 (b) and (c). (See .Attachment 3) These state•"ents apply lnlT to claims of data confidentiality based on FIFRA -SlO{d)(l)(A , B), or (C), Use the appropriate alt~rnative form of the statement either to assert a claim of SlO(d)(l) data confi~entiality (~15fl.33(b)) or to waive s~ch a claim CS158.33(c)). In either case, the statement m~st b~ signeJ and dated, and m~st incl~de the typed name and title ~f the official who signs it. Do not make CBI claims wi.th respect to ar>alytieal methods ass,ciated with petitions for tolerances or emergency exemptions (see NOTE Pg 13). 

0,3, Confidential Attachment 

If·the clai~ is made that a st~dy includes confidential b~si­ness information as defined by the criteria of FIFRA SlO(d) ( 1) (A), (B), or (C) (as described in 0.2. above) all s~ch information must be excised from t~e body of the study and confined to a separate st~dy-specific Confidential Attachment, Each passage of CBI so isolated m~st be identified by a reference n~mber cited within the body of the st~dy at the point from which the passage was excised (See Attachment 5). 

The Confidential Attachment to a st~dy mwst be identified by a cover sheet fwlly identifying the parent study, and must be clearly marked 'Confidential Attachment,' An appropriately annotated photocopy of the parent study title page may be used as this cover sheet, Paginate the confidential Attachment separately from the body of the study, beginning with page 1 of X on the title page. Each passage confined to the Confidential Attachment must be assoc­iated with a specific cross reference to the page(s) in the main body of the st~dy on which ·it is cited, and with a reference to the applicable passage(&) of FIFRA SlO(d)(l) on which the confidentiality claim is based. 

0.4. s~pplemental Statement of Data Confidentiality Claims (See Attachment 4) 

If you wish to make a claim of confidentiality for any portion of a s~bmitted Stwdy other than described by PIPRA ~lO(d) Ill lA), (B), or (C), the follow1ng provisions applya 

The specific information to which the claim applies m·~st be clearly marked in the body of the stwdy as Swbject tO a claim of confidentiality. 

A S~pplemental Statement of Data Confidentiality Claims 
m~st be submitted, identifying each passage claimed confi­dential and describing .in detail the basis for the claim. A list of the points to address in such a statement is included in Attachment 4 on Pg 14, · 

The S~pplemental Statement of Data Confidentiality Claims must be signed and dated and m~st include the typed name and title of the official who signed it. 
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D.S Good Laboratory Practice C~pliance Statement 
This statement is required· if the study contains laboratory work s~bject to GLP requirements specified in 40 CFR 160. Sam­ples of these statements are shown in Attactunent 6. 

£. Reference to Previously Submitted Data 
00 NOT RES.UBMIT A STUDY THAT HAS PREVIOUSLY BEEN SUBMITTED FOR ANOTHER PURPOSE unless EPA specifically requests it. A copy of the title page plus the MRIO number (if known) is sufficient to allow us to retrieve the •tudy tmmediately for review. This prevents duplicate ent·ries in the Agency files, and saves yo~ ,-the cost of sending more copies of the study. References to pre­viously submitted studies should not be included in the transmit­. tal document, but should be incorporated into the statement of the method of support for the application. 

F. Physical Format Regu irementa · 
All elements in the data submittal package •ust be on uniform 8 l/2 by ll inch white paper, printed on one aide only in.black ink, with high contrast and good resolution. Bindings for indi­vidual studies must be secure, but easily removable to permit disassembly for microfilming. Check with EPA for special instr·~ctions before submitting data in any medium other than paper, such as film or ma~netic media. 

Please be particularly attentive to the following points• 
o 00 not include frayed or torn pages. 
o 00 not include carbon copies, or copies in other than black ink. 

o Make sure that photocopies are clear, complete, and fully readable. 

o 00 not include overaize.coeputer printouts or fold-out pages. 
o 00 not bind any documents with glue or binding tapes. 
o ·Make sure that all pages of each study, including any attach­menta or appendices, are present and in correct aeq~ence. 

~ 

N~ber of Copies Required - All submittal packages except those associated with a Registration Standard or Special Review (see Part G below) must be provided in three coaplete, identical copies. (The proposed regulations apecl!led tvo copies, three are now being required to expedite and reduce the coat of proces­sing data into the OPP Pesticide Document Management System and getting it into review.) · 

' 

., 



G. Special Requirements for Submitting Data to the Docket 
Data submittal packages as•ociated with a Registration Stan­dard or Special Revie~ must be provided in four copies, from one of which all material claimed as,CRI has bv~xcised. This fourth copy will become part of the public docket for the RS or SR case. If no claims of confidentiality are made for the study, the fourth copy should be identical to the other three. When portions of a study submitted in support of an RS or SR are claimed as CBI, the first three copies will include the CBI 

materhl.~.s ~ovided in section D of this :'lotice. The following special preparation is. required for the fourth copy.· 
o .Remove the. 'Supplemental Statement of Data confidentiality Clatms' •. 

o Remove the 'Confidential Attachment', 

o Excise from the body of the study any information you claim as confidential, even if it does not fall within the scope of FIFAA SlO(dl(l)(A), (B), or (C). Do not close up or paraphrase text remaining after this excision. 
o Mark the fourth copy plainly on both its cover and its title page with the phrase •public Docket Material - contains no information claimed as confidential•, 

v. For Further Information 

For further information contact William c. Grosse, Chief, Information services Branch, Program Management and Support Division, (~03-557-2613). 

1 8111es w. Akern~an 
Acting Director, 
Registration Division 

Attachment 1. Sample Transmittal Document 
Attachment 2. Sample Title Page for a Newly Submitted St;,ady Attachment 3, Statements of Data Confidentiality Claims Attachment 4. Supplemental Stat~ent of Data Confidentiality Claims Attachment s. Samples of Confidential Attachments . Attachment 6. Sample Good Laboratory Practice Statements Attachment 7, Format Diagrams for Submittal Pack•g81 and Studies 
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ATTACHMENT 1". 

ELEMENTS TO BE INCLUDED IN'THE TRANSMITTAL DOCUMENT* 

1. Name and address of submitter (or all joint submitters••) 
tsmith Chemical Corporation 
1234 West Smitb.Street 
Cincinnati, Oh 9876~ 

Jones ChemicAl C~pany 
-and- .567* Wilson elvd 

Covington, KY 56789 
tsmith Chemical Corp. will act as sole agent for all submitters. 

2. Regulatory action in support cf which this package is submitted 
Use the EPA identification number (e.g. 359-EUP-67) if you know it Otherwise describe the type of request (e.g. experi­mental use permit, data call-in - of xx-xx-xx date). 

3. Transmittal date 

4. List of submitted studies 

Vol 1. Administrative materials- forms, previous corres­pondence with Project Managers, and so forth. 
Vol 2. Title of first study in the submittal (Guideline No.I • 

• 
• 

Vol n. Title of nth st~dy in the submittal (Guideline No.I 
• 

•• 

Applicants commonly provide this information in a trans­mittal letter. This remains an acceptable practice so long as all four elements are included. 

Indicate which of the joint submitters is empowered to act on behalf of all joint s~bmirters in any matter con­cerning data compensation or subsequent use or release of the data. 

Company Officialr ~------------------...­Nallle Signature 
Company Name1 

Company Contact• 
Name Phone 

11 
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ATTACHMENT 2. 

SAMPLE STUDY TITLE PAGE FOk A NEWLY SUBMITTED STUDY 

Study Title. 

(Chemical name) - Magnitude of Residue on corn 

Data Requirement 

Guide line 171-4 

Author 

John c. Davis 

Study Completed On 

January 5 1 1979 

Performing Laboratory 

ABC Agricultural Laboratories 
· 940 west Bay Drive 
Wilmington, CA 39897 

Laboratory Project ID 

ABC 47-79 

Page 1 of X ex is the total number of pages in the study) 



.. 
• 

ATI'A~ 3, 

STATEM.E:m'S OF DAV. ~~'IIDITI,t.LITI cu.IMS 

1. No claim of confidentiality omder FIFRA SlO(d)( 1) (A) ,(8), or (C) 

No claim of confidentiality is made for Mr:l infomation containoed in this st..xly 
·oo the basis of its .f,.lHrQ within the scope of FIFAA SlO(d)(l)(A), (8), or (C), 

C'anpa!Tf 

C'allparrt~nt: __________ ~~u=~~~~---------- Date: 

Title Signature 

2, Claira of =nfitientiality under FIFRA SlO(d)(l)(A), (8), cr (C). 

Infomatioo claimed confidential on the basis of its falling within the scope 
of FIFAA SlO(d)(l)(A), (B), or (C) has ~n taaclled to a CX)nfidential appendix, 
and is cited by cttl8e-reference IU!btr in the body of the at:.ldy. 
~rrt: ________________________________________________ _ 

~rrt~ent: ____________ Tn!d~~~Na~•~----------- Date: 

Title Signature 

NOI'E: Applicants for peE!IIIlnent or tenp:>rary tolerances stlculd note that it 
is OPP p:llicy that no pemanent tolerance, t81p)rary tolerance, or request for 
an -~ncy eXS~~ption incorpor:ati~ an analytical •thcd, can be .pproved 

· >~nless the awlicant wives all claims of CX)nfidentia\ity for the analytical 
•thcd. 'lbeee analytical •thcds are published in the FDI\ Pesticil5e Analyt­
ical Metn::lda Mai'IJ&l, ard therefore cannot be claimed as confidential. CI'P 
~lementa thia p:llicy by reti.IZ'T\ing eubllitted analytical'•ti'ICda, for -nieh 
Wlic:tl confidentiality claS. Mile been llllde, to the .mitter, to cbtain 
the =nfl15entiality wlver before they can be ..,ccuaed. 

13 



ATTACHMENT 4. 
SUPPLEMENTAL STATEMENT OF DATA CONFIDENTIALITY CLAIMS ' 

For any portion of a s~bmitted st~dy that is not described by FIFRA SlO(dl(l)(Al; (B), or (C), b~t for which you claim confidential treatment on another basis, the following inforn~a­tion m~st be included within a Supplemental Statement of Data Confidentiality Claims: 
o Identify specifically by page and line number(s) each portion of the study for which you claim confidentiality. o Cite .·tlie reasons why the cited passage qualifies for confidential treatment. 
o Indicate the length of time--until a specific date or event, or permanently--for which the information should be treated as confidential. 
o Identify-the meas~res taken to g~ard against undesired disclos~re of this information. 
o Describe the extent to which the information has been disclosed, and what precautions have been taken in con­nection with those disclos~res. 
o Enclose copies of any pertinent determinations of confi­dentiality made by EPA, other Federal agencies, or co~rts concerning this information. 
o If you assert that disclosure of this information would be likely to result in substantial ha~ful effects to you, des~ribe those harmful effects and explain why they should be viewed as substantial. 
o If yo~ assert that the info~ation is vol~ntarily sub­mitted, indicate whether you believe disclosure of this information might tend to lesaen the availability to EPA of similar information in the f~ture, and if ao, how. 

14 
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laTAOfoiENr 5 • • 
' !:XN!PU:S 01' SEVERAL t'CNFitENI'IAL A'ITAO!MENI'S • E:x.snple 1 (Confidential wore! or phrase that has been deleted ft'O!\ the at..a:!y) 

'Ihis c1'1:1Ss reference n..llber is wsed in the at..a:!y ~ in place of the foll.-,ing words or phrase at the 1 indica ted 11011,118 and page ref a renc:es. \ tiELETED lol:liU:$ OR PHRASE:. ___ ~Eth~:LYl:,:e:.:,ne::..,:G~l:zyeo~l~------------- I 

6 
28 

100 

14 
25 
19 

Identity of Inert Ingredient • 
• 

nO(d)(1)(C) 
• 
• 

Ex!!IP1e 2 (COnfidential parsraph(s) that have been deleted fra11 the study) 

~(S): 
( 

'Ihis c1'1:1Ss reference rl.lltler is used in the st..Cy in place of the follo.~ing paragraph(s) at the ·indicated 11011.1111 and page references. 

( Reprcidl.lce the deleted paragraph(s) here 
) 
) 
I 

( 

~ '· I !IJ!FS R.F.ASC'N FOR n!E DEIEI'IQI 
20.• •.n · Description of the quality control process SlO(d) (l) (C) 

Ex!!5\?!! 1 -lC9nfidential p!Q!! t:h.lt haw been deleted fra11 the study) 

'l'his cr:o~s reference rl.lltler noted on a pla~holder ~ is ~ in place of the follo.~ing whole pages at the indicated vol~.~n~ an:! page references. 
OElZ!!%) PkZ(Str are attaChed fmnldiately behinc! this page. 

~ POR niE t:eiEnQI 

Description of product ~~~erufacturin; proceaa 

15 
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ATTACHMENT 6. 

SAMPLE GOOD LABORATORY PRACTICE STATEMENTS 
Example 1. 

This st-..c:ly meets the r.eq_-..irements for 40 CFR Part 160 

s-..bmitter --------------------------------------
Sponsor --------------------~------------------
Study Direct or -------~--~-----------------

Example 2. 

This study does not meet the requirements of 40 CFR Part 160, and differs in the following ways: 
1. 

2. 

3. 

s-..bmitter ---------------------------------------
Sponsor ------------------------------------------
Study Director---------------------------------

Example 3. 

The submitter of this study was neither-the sponsor of this sto.~dy nor conducted it, and does not know whether it has been conducted in accordance with 40 CPR Part 160. 

Submitter--------------------------------------

16 
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• • ATTACHJ1EN'l' 7. 

FORMAT OF THE SUBMITTAL PACKAGE 

,.....-----. _....:;.--rranami ttal Document. 

-
- . - - . 

LEGEND 

Related Administrative Materials '~(e.g., Method of Support Statement, etc.) -, 
1 Other materials about the submittal 

I --- (e.g., summaries of groups of sto.~dies ....- to aid in their review). L.-

' ' 

Studies, submitted as unique physical entities, according to the format below. · 
• 

' ' 

FORMAT OF SUBMITTED STUDIES 

Study title page. 

Statement of Confidentiality Claims. 
GLP and flagging* statements - as appropriate. 

Body of the Stl.ldy, with English language translation if required. 
_

1 
.. Appendices to the _stl.ldy. 

J- _
1 

Title Page of the Confidential I ..,- ... ··· Attachlllent. L-1" I 
1 ,...-..~--, --· Confidential Attachllent. L.-( I _;-, Supple11141ntal Statement I .,.... 1.---· of Confidentiality Claims. ~.., 

I .... -~ _ .... ..... . 

• When flagging requirements an finalized • 

Documents which must be submitted •• appropriate to meet eatablished requirements. -, 
1 Documents submitted at submitter's option. 

17 



ATTACHMENT D 

EPA GROUPING OF END-USE PRODUCTS FOR MEETING 
DATA REQUIREMENTS FOR REREGISTRATION 



I 

EPA'S BATCHING OF CAPSAICIN END-'OSE PRODUCTS FOR MEETING ACUTE TOXICITY DATA REQUIREMENTS FOR REREGISTRATION 

In C~n effort to reduce the time, resources and number of animals needed to fulfill the acute toxicity data requirements for reregistration of end-use products containing the active ingredient capsaicin, the A,gency has batched products which can be consi&!r-ed similar forpurposes of acute toxicity. Factors considered in the sorting process include each product's active and inert ingredients (identity, percent composition and biological activity), type of formulation (e.g., emulsifiable. concentrate, aerosol, wettable powder, granular, etc.), and labeling (e.g., signal word, use classification, precautionary labeling, etc.). Note that the Agency is not describing batched products as "substantially similar" since some products within a batch may not be considered chemically similar or have identical use patterns. 

Batching has been accomplished using the readily available information described above, and frequently acute toxicity data on individual end-use products has been found to be incomplete. Notwithstanding the batching process, the Agency reserves the right to require, at any time, acute toxicity data for an individual end­use product should the need arise. 

Registrants of end-use products within a batch may choose to cooperatively generate, submit or cite a single battery of six acute toxicological studies to represent all the products within that batch. It is the registrants' option to participate . in . the process with all other registrants, only some of th~ other registrants, or only their own products within a batch, or to generate all the required acute toxicological studies for each of their own products. If a registrant c;:hooses to generate the data for a batch, hejshe must use one of the products within the batch as the test material. If a registrant chooses to rely. upon previously submitted acute toxicity data, hejshe may do so provided that the data base is complete and valid by today's standards (see acceptance criteria attached), the formulation tested is considered by EPA to be similar for acute toxicity, and the formulation has not been significantly altered since submission and acceptance of the acute toxicity data. 

In deciding how to meet the product specific data requirements, registrants must follow the directions given in the Data Call-In Notice and it.s attachments appended to the RED. The DCI Notice contains two response forms which are to be completed and submitted to the Agency within 90 days of receipt. The first form, "Data Call-In Response," asks whether the registrant will meet the data requirements for each product. The second fdrm, "Requirements Status and Registrant's Response," lists the product specific data required for each product, including the standard six acute toxicity tests. A registrant who wishes to participate in a batch must decide whether he/she will provide the data or depend on someone else to do so. If a registrant supplies the data to support a batch of products, hejshe must select one of the 
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following options: Developing Data (Option 1), Submitting an 
Existing Study (Option 4), Upgrading an Existing Study (Option 5) 
or citing an Existing Study (Option 6). If a registrant depends on 
another's data, hejshe must choose among: Cost Sharing (Option 2}, 
Offers to Cost Share (Option 3) or Citing an Existing Study (Option 
6). If a registrant does not want to participate in a batch, the 
choices are Options 1, 4, 5 or 6. However, a registrant should 
know that choosing not to participate in a batch does not preclude 
other registrants in the batch from citing his/her studies and 
offering to cost share (Option 3) those studies. 

Table I shows two batches. Batch 1 contains two products and 
batch 2 contains five products. 

Table I. 

Batch Nl.llber EPA REG. NO. 

47319·1 

47319·2 

2 5464·6 

7754·37 

7754·38 

8668·1 

61966·1 

X of Capsaicin & Other 
Active I 

12.0% • Capsaicin 
5.0% · Garlic 

12.0X • Capsaicin 
S.OX • Garl ie 

0.3SX - Capsaicin 

0.35% • Capsaicin 

1.0% • Capsaicin 

1.0% ·Capsaicin 

cln 

fortllJlation 

Dust 

Dust 

Pressurized 

Pressurized 
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Table II lists the products which could not be batched. These products were not considered similar for purposes of acute toxicity. The registrants of these products are responsible for meeting the acute toxicity data~equirements specified in the data matrix for end-use products. 

Table II. 

EPA REG. NO. X of Capsaicin l Other Fortr~.~latfon Type 
Active Ingredients 

n-574 2.5% • Capsaicin Liquid 

47319·4 36.0% • Capsaicin Liquid 
24.0X ·Garlic .· 

61966·2 0.625% • Capsaicin Dust 
0.216X ·Ally Jsothiocyanate 
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ATTACHMENT E 

EPA ACCEPTANCE CRITERIA 



I_ 

( 

--------- -- -

Sub<livision M 
Guideline Ref. No. 1518-10 

December 2~. 1989 

l51B-IO Produa ideality 

ACC&l:ANCE CRn'ERlA 

Does ~ur ltlldy meet tbe followiDJIID:pi&DIZ aileria? 

l._ 
2. 

3. 

~­
$. 

6. 
7. 

8. -

9. 

10. 

II._ 
1"2. 

13._ 

Product Dame and uade name (if different) 
Name, nominal concentration, and cenified limits (upper and lower) Cor each active ingredient and each intent;,.,nauy.added inen inaredient 
Name and upper cenilie<: .mit Cor each impurity or each JfOUP of Impurities present at ;!:0.1% by weight and Cor cenain toxicolocically significant impurities (e.J., microbial toxins. dioxins, niuosamincs) present at <0.1% 
Purpose or each active inaredient and each intentionally-added inen Chemical name from Chemical Abstracts Index or Nomenclature and Chemical AbstractS Service (CAS) Recistry Number Cor each active inaredient and, If available, Cor each intentionally-added inen 
Product name, uade name, and common name (if_ established) Cor each active ingtedient Molecular, structural, and empirical formulas, molecular weight or weight range. and any company WiJned experimental or internal Code numbers tor each active ingredient Description or each beginnlnJ material in the manufacturina process · · EPA Registration Number if resistered; for other beginnin& materials, the following: Name and address or manufacturer or supplier 

Brand name. trade name or commercial desi&nation 
T.:chnical specifications or data sheets by which manufacturer or supplier~'''"~~· <:<Imposition, propenies or toxicity · 

Oenus ani.! species (and strain, subspecies, isolate, etc., if applicable) from which th~ biochemical was isolated or with which it is commonly associated SpeCificity of biochemical activity, the mode of action, and field rates at which the biochemu:al is active/proposed (units aiiA. etc.) 
-Similaril} to the naturally-occurring biochemical. if not derived from a biological ~nllt\. An updated Confidential Statement or Formula must be prOvided (EPA Form 8570-~ r~'-9187). 
Any tnown or suspected hazards or the biochemical to man. the environment, or nontarget species. 

Criteria marked with a • arc supplemental and may not be required Cor every study. 

C-215 
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1518-11 ManufacluriD& Proc:ess 

ACXEP'JANCE ClUl'EJUA 

Subdi,·ision M 
Guideline Ref. No. 1518-11 

December 2~. 1989 

Docs your srudy meet the followiA& IICCCpWKZ aituia? 

I. 

'2.---
3, -
4. 
s. 
6, 
7. 
8. 
9. 
10._ 

II. 

Description of manufacturing process or extractionfLSolation steps If obtained from a 
biological entity. 

·Statement of whether batch or continuous pr~s. if applicable 
Relative amount of beginning materials and order in which they arc added 
Description of equipment 
Description of physical conditions (temperature, pH, pressure, humidity) controlled in each 
step and the parameten that are· maintained 
Statement of whether process invol,·es intended chemical reactions 
Flow chart with chemical equations for each intended chemical reac:tion 
Duration of each step of process 
Description or purification procedures 
Description of measures taken to assure quality of final product including identity of the 
biological source, if applicable · . 
A clear presentation of the stage at which inerLS are intentionally added, If ind when any 
concentration Is etrected, the material to be used as the manufacturing use product ('I.!"), 
whether ~ IP registration is sought. and whether a TOAl/MP Is sold and/or shipped. 

Criteria marked with a • are supplemental and may not be required for every study. 

C-216 
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Sub<li't>~on :1.1 
Guideline Ref. No. ISIB-12 

December ~~. 1989 

1518-12 DisQaion ol Foralation or Utwuended lagedlents 

Acx::El"l:.\NCE CRrtER1A 
Doa )'Out lllldy JDCel lbe followin& MI:Cpi&IICII aitcria? 

1. _ Discussion or formation or lmpurilies based on established chemical tbeory addressing (1) each impurity which may be present at 2: 0.1% or was found at 2: 0.1% by product analyses and (2) certain toxicolo&fcally significant impurities present at < 0.1% by wei&ht 

Criteria marked wltb a • are supplemeaw IJid miy aot be required for CYery study. 

C-217 
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1. 

2. 
3. 

4. 

5. 
6. 

7. 

, 

1518-13 ~is or Samples 

ACCEPTANCE CRmRIA 

SubdiviSion !\.1 
Guideline Ref. No. 1518-13 

Dec.:mber ~~. 1989 

Five or more representative samples (batches in case or batch process) analyzed for each 
active ingredient and all impurities present at ~ 0.1% 
Degree or accountability or closure ~ a 98% 
Analyses conductecUor c:enain uac:e toxic impurities at lower than 0.1% (examples, 
nitrosamines in the case or products containing dinitroanilines or containing secondary or 
teniary amines/al~nolamines plus nitrites; polyhalogenated dibenzodioxins and 
dibenzoCurans) (Note that in the case of nitrosamines both fresh and stored samples should 
be analyzed.] 
Complete and detailed description of each step in analytical method used to analyze abo,·e samples · 
Statement of precision and accuracy of analytical method used to analyze above samples 
Identities and quantities (including mean and standard deviation) provided for each analyzed 
ingredient 
The test material is to be the purest pesticidal grade commercially produced prior to 
intentional addition or inens. Oenerally. this test material is the same as that used f<'r 
cenain nnntarget and human hazard testing and is identical to, or equi\llllent to the t.:.hnical 
grade. A.ny differences from the test substance used for hazard testing should be noted. 

Criteria marked with a • .are supplemental and may not be required Cor every study. 

C-218 
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